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throughout the required retention pe-
riod. The record may also be stored in 
electronic media with the capability 
for producing legible, accurate, and 
complete records during the required 
retention period. Records such as let-
ters, drawings, specifications, must in-
clude all pertinent information such as 
letters, stamps, initials, and signa-
tures. The licensee shall maintain ade-
quate safeguards against tampering 
with and loss of records. 

[53 FR 19246, May 27, 1988. Redesignated at 72 
FR 55927, Oct. 1, 2007] 

§ 31.22 Violations. 
(a) The Commission may obtain an 

injunction or other court order to pre-
vent a violation of the provisions of— 

(1) The Atomic Energy Act of 1954, as 
amended; 

(2) Title II of the Energy Reorganiza-
tion Act of 1974, as amended; or 

(3) A regulation or order issued pur-
suant to those Acts. 

(b) The Commission may obtain a 
court order for the payment of a civil 
penalty imposed under section 234 of 
the Atomic Energy Act: 

(1) For violations of— 
(i) Sections 53, 57, 62, 63, 81, 82, 101, 

103, 104, 107, or 109 of the Atomic En-
ergy Act of 1954, as amended; 

(ii) Section 206 of the Energy Reorga-
nization Act; 

(iii) Any rule, regulation, or order 
issued pursuant to the sections speci-
fied in paragraph (b)(1)(i) of this sec-
tion; 

(iv) Any term, condition, or limita-
tion of any license issued under the 
sections specified in paragraph (b)(1)(i) 
of this section. 

(2) For any violation for which a li-
cense may be revoked under section 186 
of the Atomic Energy Act of 1954, as 
amended. 

[57 FR 55072, Nov. 24, 1992. Redesignated at 72 
FR 55927, Oct. 1, 2007] 

§ 31.23 Criminal penalties. 
(a) Section 223 of the Atomic Energy 

Act of 1954, as amended, provides for 
criminal sanctions for willful violation 
of, attempted violation of, or con-
spiracy to violate, any regulation 
issued under sections 161b, 161i, or 161o 
of the Act. For purposes of section 223, 

all the regulations in part 31 are issued 
under one or more of sections 161b, 161i, 
or 161o, except for the sections listed in 
paragraph (b) of this section. 

(b) The regulations in part 31 that 
are not issued under sections 161b, 161i, 
or 161o for the purposes of section 223 
are as follows: §§ 31.1, 31.2, 31.4, 31.9, 
31.22, and 31.23. 

[57 FR 55073, Nov. 24, 1992. Redesignated at 72 
FR 55927, Oct. 1, 2007, and amended at 77 FR 
43690, July 25, 2012] 

PART 32—SPECIFIC DOMESTIC LI-
CENSES TO MANUFACTURE OR 
TRANSFER CERTAIN ITEMS CON-
TAINING BYPRODUCT MATERIAL 

Sec. 
32.1 Purpose and scope. 
32.2 Definitions. 
32.3 Maintenance of records. 
32.8 Information collection requirements: 

OMB approval. 

Subpart A—Exempt Concentrations and 
Items 

32.11 Introduction of byproduct material in 
exempt concentrations into products or 
materials, and transfer of ownership or 
possession: Requirements for license. 

32.12 Same: Records and material transfer 
reports. 

32.13 Same: Prohibition of introduction. 
32.14 Certain items containing byproduct 

material; requirements for license to 
apply or initially transfer. 

32.15 Same: Quality assurance, prohibition 
of transfer, and labeling. 

32.16 Certain items containing byproduct 
material: Records and reports of trans-
fer. 

32.18 Manufacture, distribution and transfer 
of exempt quantities of byproduct mate-
rial: Requirements for license. 

32.19 Same: Conditions of licenses. 
32.20 Same: Records and material transfer 

reports. 
32.21 Radioactive drug: Manufacture, prepa-

ration, or transfer for commercial dis-
tribution of capsules containing carbon- 
14 urea each for ‘‘in vivo’’ diagnostic use 
for humans to persons exempt from li-
censing; Requirements for a license. 

32.21a Same: Conditions of license. 
32.22 Self-luminous products containing 

tritium, krypton-85 or promethium-147: 
Requirements for license to manufac-
ture, process, produce, or initially trans-
fer. 

32.23 Same: Safety criteria. 
32.24 Same: Table of organ doses. 
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32.25 Conditions of licenses issued under 
§ 32.22: Quality control, labeling, and re-
ports of transfer. 

32.26 Gas and aerosol detectors containing 
byproduct material: Requirements for li-
cense to manufacture, process, produce, 
or initially transfer. 

32.27 Same: Safety criteria. 
32.28 Same: Table of organ doses. 
32.29 Conditions of licenses issued under 

§ 32.26: Quality control, labeling, and re-
ports of transfer. 

32.30 Certain industrial devices containing 
byproduct material: Requirements for li-
cense to manufacture, process, produce, 
or initially transfer. 

32.31 Certain industrial devices containing 
byproduct material: Safety criteria. 

32.32 Conditions of licenses issued under 
§ 32.30: Quality control, labeling, and re-
ports of transfer. 

Subpart B—Generally Licensed Items 

32.51 Byproduct material contained in de-
vices for use under § 31.5; requirements 
for license to manufacture or initially 
transfer. 

32.51a Same: Conditions of licenses. 
32.52 Same: Material transfer reports and 

records. 
32.53 Luminous safety devices for use in air-

craft: Requirements for license to manu-
facture, assemble, repair or initially 
transfer. 

32.54 Same: Labeling of devices. 
32.55 Same: Quality assurance, prohibition 

of transfer. 
32.56 Same: Material transfer reports. 
32.57 Calibration or reference sources con-

taining americium-241 or radium-226: Re-
quirements for license to manufacture or 
initially transfer. 

32.58 Same: Labeling of devices. 
32.59 Same: Leak testing of each source. 
32.60 [Reserved] 
32.61 Ice detection devices containing stron-

tium-90; requirements for license to man-
ufacture or initially transfer. 

32.62 Same: Quality assurance; prohibition 
of transfer. 

32.71 Manufacture and distribution of by-
product material for certain in vitro 
clinical or laboratory testing under gen-
eral license. 

Subpart C—Specifically Licensed Items 

32.72 Manufacture, preparation, or transfer 
for commercial distribution of radio-
active drugs containing byproduct mate-
rial for medical use under part 35. 

32.74 Manufacture and distribution of 
sources or devices containing byproduct 
material for medical use. 

32.201 Serialization of nationally tracked 
sources. 

Subpart D—Sealed Source and Device 
Registration 

32.210 Registration of product information. 
32.211 Inactivation of certificates of reg-

istration of sealed sources and devices. 

Subpart E—Violations 

32.301 Violations. 
32.303 Criminal penalties. 

AUTHORITY: Atomic Energy Act of 1954, 
secs. 81, 161, 170H, 181, 182, 183, 223, 234, 274 (42 
U.S.C. 2111, 2201, 2210h, 2231, 2232, 2233, 2273, 
2282, 2021); Energy Reorganization Act of 
1974, sec. 201 (42 U.S.C. 5841); 44 U.S.C. 3504 
note. 

EDITORIAL NOTE: Nomenclature changes to 
part 32 appear at 79 FR 75739, Dec. 19, 2014. 

§ 32.1 Purpose and scope. 
(a)(1) This part prescribes require-

ments for the issuance of specific li-
censes to persons who manufacture or 
initially transfer items containing by-
product material for sale or distribu-
tion to: 

(i) Persons exempted from the licens-
ing requirements of part 30 of this 
chapter, or equivalent regulations of 
an Agreement State, or 

(ii) Persons generally licensed under 
part 31 of this chapter or equivalent 
regulations of an Agreement State. 

(iii) Persons licensed under part 35 of 
this chapter. 

(2) This part prescribes requirements 
for the issuance of specific licenses to 
persons who introduce byproduct mate-
rial into a product or material owned 
by or in the possession of a licensee or 
another, and regulations governing 
holders of such licenses. 

(3) This part prescribes certain re-
quirements governing holders of li-
censes to manufacture or distribute 
items containing byproduct material. 

(4) This part describes procedures and 
prescribes requirements for the 
issuance of certificates of registration 
(covering radiation safety information 
about a product) to manufacturers or 
initial transferors of sealed sources or 
devices containing sealed sources. 

(b) The provisions and requirements 
of this part are in addition to, and not 
in substitution for, other requirements 
of this chapter. In particular, the pro-
visions of part 30 of this chapter apply 
to applications, licenses and certifi-
cates of registration subject to this 
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part, and the provisions of part 37 of 
this chapter apply to applications and 
licenses subject to this part. 

(c)(1) The requirements in this part, 
including provisions that are specific 
to licensees, shall apply to Government 
agencies and Federally recognized In-
dian Tribes with respect to accelerator- 
produced radioactive material or dis-
crete sources of radium-226 on Novem-
ber 30, 2007 except that the agency or 
Tribe may continue to manufacture or 
initially transfer items containing ac-
celerator-produced radioactive mate-
rial or discrete sources of radium-226 
for sale or distribution to persons ex-
empted from the licensing require-
ments of part 30 of this chapter, and to 
persons generally licensed under part 
31 of this chapter, and radioactive 
drugs and sources and devices to med-
ical use licensees, until the date of the 
NRC’s final licensing determination, 
provided that the agency or Tribe sub-
mits a new license application for 
these activities on or before December 
1, 2008 or an amendment application for 
these activities on or before June 2, 
2008. 

(2) The requirements in this part, in-
cluding provisions that are specific to 
licensees, shall apply to all persons 
other than those included in paragraph 
(c)(1) of this section with respect to ac-
celerator-produced radioactive mate-
rial or discrete sources of radium-226 
on August 8, 2009, or earlier as noticed 
by the NRC, except that these persons 
may continue to manufacture or ini-
tially transfer items containing accel-
erator-produced radioactive material 
or discrete sources of radium-226 for 
sale or distribution to persons exempt-
ed from the licensing requirements of 
part 30 of this chapter, and to persons 
generally licensed under part 31 of this 
chapter, and to sell or manufacture ra-
dioactive drugs and sources and devices 
to medical use licensees until the date 
of the NRC’s final licensing determina-
tion, provided that the person submits 
a license application within 12 months 
from the waiver expiration date of Au-
gust 7, 2009 or within 12 months from 
the date of an earlier termination of 
the waiver as noticed by the NRC, 
whichever is earlier; or that the person 
submits an amendment request within 
6 months from the waiver expiration 

date of August 7, 2009 or within 6 
months from the date of an earlier ter-
mination of the waiver as noticed by 
the NRC, whichever date is earlier. 

[30 FR 8192, June 26, 1965, as amended at 52 
FR 27786, July 24, 1987; 63 FR 1896, Jan. 13, 
1998; 72 FR 55928, Oct. 1, 2007; 77 FR 43690, 
July 25, 2012; 78 FR 17006, Mar. 19, 2013; 80 FR 
74979, Dec. 1, 2015] 

§ 32.2 Definitions. 
As used in this part: 
Committed dose for the purposes of 

this part means the radiation dose that 
will accumulate over time as a result 
of retention in the body of radioactive 
material. Committed dose is a generic 
term for internal dose and must be cal-
culated by summing the projected dose 
over the 50 years after intake for all ir-
radiated organs or tissues multiplying 
the doses to individual organs and tis-
sues by applicable tissue weighting fac-
tors. 

Dose commitment means the total ra-
diation dose to a part of the body that 
will result from retention in the body 
of radioactive material. For purposes 
of estimating the dose commitment, it 
is assumed that from the time of in-
take the period of exposure to retained 
material will not exceed 50 years. 

Lot Tolerance Percent Defective means, 
expressed in percent defective, the 
poorest quality in an individual inspec-
tion lot that should be accepted. 

Nationally tracked source is a sealed 
source containing a quantity equal to 
or greater than Category 1 or Category 
2 levels of any radioactive material 
listed in Appendix E to part 20 of this 
Chapter. In this context a sealed source 
is defined as radioactive material that 
is sealed in a capsule or closely bonded, 
in a solid form and which is not exempt 
from regulatory control. It does not 
mean material encapsulated solely for 
disposal, or nuclear material contained 
in any fuel assembly, subassembly, fuel 
rod, or fuel pellet. Category 1 nation-
ally tracked sources are those con-
taining radioactive material at a quan-
tity equal to or greater than the Cat-
egory 1 threshold. Category 2 nation-
ally tracked sources are those con-
taining radioactive material at a quan-
tity equal to or greater than the Cat-
egory 2 threshold but less than the Cat-
egory 1 threshold. 
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Sealed Source and Device Registry 
means the national registry that con-
tains all the registration certificates, 
generated by both the NRC and the 
Agreement States, that summarize the 
radiation safety information for the 
sealed sources and devices and describe 
the licensing and use conditions ap-
proved for the product. 

[34 FR 6653, Apr. 18, 1969, as amended at 39 
FR 22129, June 20, 1974; 71 FR 65708, Nov. 8, 
2006; 77 FR 43690, July 25, 2012] 

§ 32.3 Maintenance of records. 
Each record required by this part 

must be legible throughout the reten-
tion period specified by each Commis-
sion regulation. The record may be the 
original or a reproduced copy of a 
microform provided that the copy or 
microform is authenticated by author-
ized personnel and that the microform 
is capable of producing a clear copy 
throughout the required retention pe-
riod. The record may also be stored in 
electronic media with the capability 
for producing legible, accurate, and 
complete records during the required 
retention period. Records such as let-
ters, drawings, specifications, must in-
clude all pertinent information such as 
stamps, initials, and signatures. The li-
censee shall maintain adequate safe-
guards against tampering with and loss 
of records. 

[53 FR 19246, May 27, 1988] 

§ 32.8 Information collection require-
ments: OMB approval. 

(a) The Nuclear Regulatory Commis-
sion has submitted the information 
collection requirements contained in 
this part to the Office of Management 
and Budget (OMB) for approval as re-
quired by the Paperwork Reduction 
Act (44 U.S.C. 3501 et seq.). The NRC 
may not conduct or sponsor, and a per-
son is not required to respond to, a col-
lection of information unless it dis-
plays a currently valid OMB control 
number. OMB has approved the infor-
mation collection requirements con-
tained in this part under control num-
ber 3150–0001. 

(b) The approved information collec-
tion requirements contained in this 
part appear in §§ 32.11, 32.12, 32.14, 32.15, 
32.16, 32.18, 32.19, 32.20, 32.21, 32.21a, 

32.22, 32.23, 32.25, 32.26, 32.27, 32.29, 32.30, 
32.31, 32.32, 32.51, 32.51a, 32.52, 32.53, 
32.54, 32.55, 32.56, 32.57, 32.58, 32.61, 32.62, 
32.71, 32.72, 32.74, 32.201, 32.210, and 
32.211. 

(c) This part contains information 
collection requirements in addition to 
those approved under the control num-
ber specified in paragraph (a) of this 
section. These information collection 
requirements and the control numbers 
under which they are approved are as 
follows: 

(1) In § 32.11, NRC Form 313 is ap-
proved under control number 3150–0120. 

(2) [Reserved] 

[49 FR 19625, May 9, 1984, as amended at 59 
FR 61780, Dec. 2, 1994; 62 FR 52186, Oct. 6, 1997; 
62 FR 63640, Dec. 2, 1997; 71 FR 65708, Nov. 8, 
2006; 72 FR 58486, Oct. 16, 2007; 77 FR 43691, 
July 25, 2012] 

Subpart A—Exempt 
Concentrations and Items 

§ 32.11 Introduction of byproduct ma-
terial in exempt concentrations into 
products or materials, and transfer 
of ownership or possession: Re-
quirements for license. 

An application for a specific license 
on Form NRC–313 authorizing the in-
troduction of byproduct material into 
a product or material owned by or in 
the possession of the licensee or an-
other and the transfer of ownership or 
possession of the product or material 
containing the byproduct material will 
be approved if the applicant: 

(a) Satisfies the general require-
ments specified in § 30.33 of this chap-
ter; provided, however, that the require-
ments of § 30.33(a)(2) and (3) do not 
apply to an application for a license to 
introduce byproduct material into a 
product or material owned by or in the 
possession of the licensee or another 
and the transfer of ownership or pos-
session of the product or material con-
taining the byproduct material, if the 
possession and use of the byproduct 
material to be introduced is authorized 
by a license issued by an Agreement 
State; 

(b) Provides a description of the prod-
uct or material into which the byprod-
uct material will be introduced, in-
tended use of the byproduct material 
and the product or material into which 
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it is introduced, method of introduc-
tion, initial concentration of the by-
product material in the product or ma-
terial, control methods to assure that 
no more than the specified concentra-
tion is introduced into the product or 
material, estimated time interval be-
tween introduction and transfer of the 
product or material, and estimated 
concentration of the radioisotopes in 
the product or material at the time of 
transfer; and 

(c) Provides reasonable assurance 
that the concentrations of byproduct 
material at the time of transfer will 
not exceed the concentrations in § 30.70 
of this chapter, that reconcentration of 
the byproduct material in concentra-
tions exceeding those in § 30.70 is not 
likely, that use of lower concentrations 
is not feasible, and that the product or 
material is not likely to be incor-
porated in any food, beverage, cos-
metic, drug or other commodity or 
product designed for ingestion or inha-
lation by, or application to, a human 
being. 

[30 FR 8192, June 26, 1965, as amended at 49 
FR 19625, May 9, 1984; 72 FR 58487, Oct. 16, 
2007] 

§ 32.12 Same: Records and material 
transfer reports. 

(a) Each person licensed under § 32.11 
shall maintain records of transfer of 
byproduct material and file a report 
with the Director of the Office of Nu-
clear Material Safety and Safeguards 
by an appropriate method listed in 
§ 30.6(a) of this chapter, including in 
the address: ATTN: Document Control 
Desk/Exempt Distribution. 

(1) The report must clearly identify 
the specific licensee submitting the re-
port and include the license number of 
the specific licensee. 

(2) The report must indicate that the 
byproduct material is transferred for 
use under § 30.14 of this chapter or 
equivalent regulations of an Agree-
ment State. 

(b) The report must identify the: 
(1) Type and quantity of each product 

or material into which byproduct ma-
terial has been introduced during the 
reporting period; 

(2) Name and address of the person 
who owned or possessed the product or 
material, into which byproduct mate-

rial has been introduced, at the time of 
introduction; 

(3) The type and quantity of radio-
nuclide introduced into each product or 
material; and 

(4) The initial concentrations of the 
radionuclide in the product or material 
at time of transfer of the byproduct 
material by the licensee. 

(c)(1) The licensee shall file the re-
port, covering the preceding calendar 
year, on or before January 31 of each 
year. In its first report after December 
17, 2007, the licensee shall separately 
include data for transfers in prior years 
not previously reported to the Commis-
sion or to an Agreement State. 

(2) Licensees who permanently dis-
continue activities authorized by the 
license issued under § 32.11 shall file a 
report for the current calendar year 
within 30 days after ceasing distribu-
tion. 

(d) If no transfers of byproduct mate-
rial have been made under § 32.11 during 
the reporting period, the report must 
so indicate. 

(e) The licensee shall maintain the 
record of a transfer for one year after 
the transfer is included in a report to 
the Commission. 

[72 FR 58487, Oct. 16, 2007, as amended at 73 
FR 5719, Jan. 31, 2008; 73 FR 42673, July 23, 
2008] 

§ 32.13 Same: Prohibition of introduc-
tion. 

No person may introduce byproduct 
material into a product or material 
knowing or having reason to believe 
that it will be transferred to persons 
exempt under § 30.14 of this chapter or 
equivalent regulations of an Agree-
ment State, except in accordance with 
a license issued under § 32.11. 

[72 FR 58487, Oct. 16, 2007] 

§ 32.14 Certain items containing by-
product material; requirements for 
license to apply or initially transfer. 

An application for a specific license 
to apply byproduct material to, or to 
incorporate byproduct material into, 
the products specified in § 30.15 of this 
chapter or to initially transfer for sale 
or distribution such products con-
taining byproduct material for use pur-
suant to § 30.15 of this chapter will be 
approved if: 
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(a) The applicant satisfies the gen-
eral requirements specified in § 30.33 of 
this chapter; 

(b) The applicant submits sufficient 
information regarding the product per-
tinent to evaluation of the potential 
radiation exposure, including: 

(1) Chemical and physical form and 
maximum quantity of byproduct mate-
rial in each product; 

(2) Details of construction and design 
of each product; 

(3) The method of containment or 
binding of the byproduct material in 
the product; 

(4) Except for electron tubes and ion-
ization chamber smoke detectors and 
timepieces containing promethium-147 
or tritium in the form of gaseous trit-
ium light sources, procedures for and 
results of prototype testing to dem-
onstrate that the byproduct material 
will not become detached from the 
product and that the byproduct mate-
rial will not be released to the environ-
ment under the most severe conditions 
likely to be encountered in normal use 
of the product; 

(5) In the case of ionizing radiation 
measuring instruments and timepieces 
containing tritium in the form of 
paint, quality control procedures to be 
followed in the fabrication of produc-
tion lots of the product and the quality 
control standards the product will be 
required to meet; 

(6) The proposed method of labeling 
or marking each unit, except time-
pieces or hands or dials containing trit-
ium or promethium-147, and its con-
tainer with the identification of the 
manufacturer or initial transferor of 
the product and the byproduct mate-
rial in the product; 

(7) For products for which limits on 
levels of radiation are specified in 
§ 30.15 of this chapter, the radiation 
level and the method of measurement; 

(8) Any additional information, in-
cluding experimental studies and tests, 
required by the Commission to facili-
tate a determination of the safety of 
the product. 

(c) Each product will contain no 
more than the quantity of byproduct 
material specified for that product in 
§ 30.15 of this chapter. The levels of ra-
diation from each product containing 
byproduct material will not exceed the 

limits specified for that product in 
§ 30.15 of this chapter. 

(d) The Commission determines that 
the byproduct material is properly con-
tained in the product under the most 
severe conditions that are likely to be 
encountered in normal use and han-
dling. 

[31 FR 5316, Apr. 2, 1966, as amended at 34 FR 
6652, Apr. 18, 1969; 43 FR 6922, Feb. 17, 1978; 63 
FR 32971, June 17, 1998; 72 FR 58487, Oct. 16, 
2007; 77 FR 43691, July 25, 2012] 

§ 32.15 Same: Quality assurance, prohi-
bition of transfer, and labeling. 

(a) Each person licensed under § 32.14 
for products for which quality control 
procedures are required shall: 

(1) Maintain quality assurance sys-
tems in the manufacture of the part or 
product, or the installation of the part 
into the product, in a manner suffi-
cient to provide reasonable assurance 
that the safety-related components of 
the distributed products are capable of 
performing their intended functions; 

(2) Subject inspection lots to accept-
ance sampling procedures, by proce-
dures specified in the license issued 
under § 32.14, to provide at least 95 per-
cent confidence that the Lot Tolerance 
Percent Defective of 5.0 percent will 
not be exceeded; and 

(3) Visually inspect each unit in in-
spection lots. Any unit which has an 
observable physical defect that could 
adversely affect containment of the by-
product material must be considered a 
defective unit. 

(b) No person licensed under § 32.14 
shall transfer to other persons for use 
under § 30.15 of this chapter or equiva-
lent regulations of an Agreement 
State: 

(1) Any part or product tested and 
found defective under the criteria and 
procedures specified in the license 
issued under § 32.14, unless the defective 
part or product has been repaired or re-
worked, retested, and found by an inde-
pendent inspector to meet the applica-
ble acceptance criteria; or 

(2) Any part or product contained 
within any lot that has been sampled 
and rejected as a result of the proce-
dures in paragraph (a)(2) of this sec-
tion, unless: 
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(i) A procedure for defining sub-lot 
size, independence, and additional test-
ing procedures is contained in the li-
cense issued under § 32.14; and 

(ii) Each individual sub-lot is sam-
pled, tested, and accepted in accord-
ance with the procedures specified in 
paragraphs (a)(2) and (b)(2)(i) of this 
section and any other criteria that 
may be required as a condition of the 
license issued under § 32.14. 

(c) [Reserved] 
(d)(1) Label or mark each unit, ex-

cept timepieces or hands or dials con-
taining tritium or promethium-147, and 
its container so that the manufacturer 
or initial transferor of the product and 
the byproduct material in the product 
can be identified. 

(2) For ionization chamber smoke de-
tectors, label or mark each detector 
and its point-of-sale package so that: 

(i) Each detector has a durable, leg-
ible, readily visible label or marking 
on the external surface of the detector 
containing: 

(A) The following statement: ‘‘CON-
TAINS RADIOACTIVE MATERIAL’’; 

(B) The name of the radionuclide 
(‘‘americium-241’’ or ‘‘Am-241’’) and the 
quantity of activity; and 

(C) An identification of the person li-
censed under § 32.14 to transfer the de-
tector for use under § 30.15(a)(7) of this 
chapter or equivalent regulations of an 
Agreement State. 

(ii) The labeling or marking specified 
in paragraph (d)(2)(i) of this section is 
located where it will be readily visible 
when the detector is removed from its 
mounting. 

(iii) The external surface of the 
point-of-sale package has a legible, 
readily visible label or marking con-
taining: 

(A) The name of the radionuclide and 
quantity of activity; 

(B) An identification of the person li-
censed under § 32.14 to transfer the de-
tector for use under § 30.15(a)(7) or 
equivalent regulations of an Agree-
ment State; and 

(C) The following or a substantially 
similar statement: ‘‘THIS DETECTOR 
CONTAINS RADIOACTIVE MATE-
RIAL. THE PURCHASER IS EXEMPT 
FROM ANY REGULATORY REQUIRE-
MENTS.’’ 

(iv) Each detector and point-of-sale 
package is provided with such other in-
formation as may be required by the 
Commission. 

[31 FR 5317, Apr. 2, 1966, as amended at 34 FR 
6652, Apr. 18, 1969; 39 FR 22129, June 20, 1974; 
43 FR 6922, Feb. 17, 1978; 72 FR 58487, Oct. 16, 
2007; 73 FR 42673, July 23, 2008; 77 FR 43691, 
July 25, 2012] 

§ 32.16 Certain items containing by-
product material: Records and re-
ports of transfer. 

(a) Each person licensed under § 32.14 
shall maintain records of all transfers 
of byproduct material and file a report 
with the Director of the Office of Nu-
clear Material Safety and Safeguards 
by an appropriate method listed in 
§ 30.6(a) of this chapter, including in 
the address: ATTN: Document Control 
Desk/Exempt Distribution. 

(1) The report must clearly identify 
the specific licensee submitting the re-
port and include the license number of 
the specific licensee. 

(2) The report must indicate that the 
products are transferred for use under 
§ 30.15 of this chapter, giving the spe-
cific paragraph designation, or equiva-
lent regulations of an Agreement 
State. 

(b) The report must include the fol-
lowing information on products trans-
ferred to other persons for use under 
§ 30.15 or equivalent regulations of an 
Agreement State: 

(1) A description or identification of 
the type of each product and the model 
number(s), if applicable; 

(2) For each radionuclide in each type 
of product and each model number, if 
applicable, the total quantity of the 
radionuclide; and 

(3) The number of units of each type 
of product transferred during the re-
porting period by model number, if ap-
plicable. 

(c)(1) The licensee shall file the re-
port, covering the preceding calendar 
year, on or before January 31 of each 
year. In its first report after December 
17, 2007, the licensee shall separately 
include data for transfers in prior years 
not previously reported to the Commis-
sion. 

(2) Licensees who permanently dis-
continue activities authorized by the 
license issued under § 32.14 shall file a 
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report for the current calendar year 
within 30 days after ceasing distribu-
tion. 

(d) If no transfers of byproduct mate-
rial have been made under § 32.14 during 
the reporting period, the report must 
so indicate. 

(e) The licensee shall maintain the 
record of a transfer for one year after 
the transfer is included in a report to 
the Commission. 

[72 FR 58487, Oct. 16, 2007, as amended at 73 
FR 5719, Jan. 31, 2008; 73 FR 42673, July 23, 
2008] 

§ 32.18 Manufacture, distribution and 
transfer of exempt quantities of by-
product material: Requirements for 
license. 

An application for a specific license 
to manufacture, process, produce, 
package, repackage, or transfer quan-
tities of byproduct material for com-
mercial distribution to persons exempt 
pursuant to § 30.18 of this chapter or 
the equivalent regulations of an Agree-
ment State will be approved if: 

(a) The applicant satisfies the gen-
eral requirements specified in § 30.33 of 
this chapter: Provided, however, That 
the requirements of § 30.33(a) (2) and (3) 
of this chapter do not apply to an ap-
plication for a license to transfer by-
product material manufactured, proc-
essed, produced, packaged, or repack-
aged pursuant to a license issued by an 
Agreement State; 

(b) The byproduct material is not 
contained in any food, beverage, cos-
metic, drug, or other commodity de-
signed for ingestion or inhalation by, 
or application to, a human being; 

(c) The byproduct material is in the 
form of processed chemical elements, 
compounds, or mixtures, tissue sam-
ples, bioassay samples, counting stand-
ards, plated or encapsulated sources, or 
similar substances, identified as radio-
active and to be used for its radioactive 
properties, but is not incorporated into 
any manufactured or assembled com-
modity, product, or device intended for 
commercial distribution; and 

(d) The applicant submits copies of 
prototype labels and brochures and the 
Commission approves such labels and 
brochures. 

[35 FR 6428, Apr. 22, 1970, as amended at 43 
FR 6922, Feb. 17, 1978] 

§ 32.19 Same: Conditions of licenses. 
Each license issued under § 32.18 is 

subject to the following conditions: 
(a) No more than 10 exempt quan-

tities set forth in § 30.71, Schedule B of 
this chapter shall be sold or transferred 
in any single transaction. For purposes 
of this requirement, an individual ex-
empt quantity may be composed of 
fractional parts of one or more of the 
exempt quantities in § 30.71, Schedule B 
of this chapter, provided that the sum 
of such fractions shall not exceed 
unity. 

(b) Each quantity of byproduct mate-
rial set forth in § 30.71, Schedule B of 
this chapter shall be separately and in-
dividually packaged. No more than 10 
such packaged exempt quantities shall 
be contained in any outer package for 
transfer to persons exempt pursuant to 
§ 30.18 of this chapter. The outer pack-
age shall be such that the dose rate at 
the external surface of the package 
does not exceed 0.5 millirem per hour. 

(c) The immediate container of each 
quantity or separately packaged frac-
tional quantity of byproduct material 
shall bear a durable, legible label 
which (1) identifies the radioisotope 
and the quantity of radioactivity, and 
(2) bears the words ‘‘Radioactive Mate-
rial.’’ 

(d) In addition to the labeling infor-
mation required by paragraph (c) of 
this section, the label affixed to the 
immediate container, or an accom-
panying brochure, shall also (1) state 
that the contents are exempt from 
NRC or Agreement State licensing re-
quirements; (2) bear the words ‘‘Radio-
active Material—Not for Human Use— 
Introduction Into Foods, Beverages, 
Cosmetics, Drugs, or Medicinals, or 
Into Products Manufactured for Com-
mercial Distribution is Prohibited—Ex-
empt Quantities Should Not be Com-
bined’’; and (3) set forth appropriate 
additional radiation safety precautions 
and instructions relating to the han-
dling, use, storage, and disposal of the 
radioactive material. 

[35 FR 6428, Apr. 22, 1970] 

§ 32.20 Same: Records and material 
transfer reports. 

(a) Each person licensed under § 32.18 
shall maintain records of transfer of 
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material identifying, by name and ad-
dress, each person to whom byproduct 
material is transferred for use under 
§ 30.18 of this chapter or the equivalent 
regulations of an Agreement State and 
stating the kinds, quantities, and phys-
ical form of byproduct material trans-
ferred. 

(b) The licensee shall file a summary 
report with the Director of the Office 
of Nuclear Material Safety and Safe-
guards by an appropriate method listed 
in § 30.6(a) of this chapter, including in 
the address: ATTN: Document Control 
Desk/Exempt Distribution. 

(1) The report must clearly identify 
the specific licensee submitting the re-
port and include the license number of 
the specific licensee. 

(2) The report must indicate that the 
materials are transferred for use under 
§ 30.18 or equivalent regulations of an 
Agreement State. 

(c) For each radionuclide in each 
physical form, the report shall indicate 
the total quantity of each radionuclide 
and the physical form, transferred 
under the specific license. 

(d)(1) The licensee shall file the re-
port, covering the preceding calendar 
year, on or before January 31 of each 
year. In its first report after December 
17, 2007, the licensee shall separately 
include the total quantity of each 
radionuclide transferred for transfers 
in prior years not previously reported 
to the Commission. 

(2) Licensees who permanently dis-
continue activities authorized by the 
license issued under § 32.18 shall file a 
report for the current calendar year 
within 30 days after ceasing distribu-
tion. 

(e) If no transfers of byproduct mate-
rial have been made under § 32.18 during 
the reporting period, the report must 
so indicate. 

(f) The licensee shall maintain the 
record of a transfer for one year after 
the transfer is included in a summary 
report to the Commission. 

[72 FR 58488, Oct. 16, 2007, as amended at 73 
FR 5719, Jan. 31, 2008; 73 FR 42673, July 23, 
2008] 

§ 32.21 Radioactive drug: Manufacture, 
preparation, or transfer for com-
mercial distribution of capsules 
containing carbon-14 urea each for 
‘‘in vivo’’ diagnostic use for humans 
to persons exempt from licensing; 
Requirements for a license. 

(a) An application for a specific li-
cense to manufacture, prepare, process, 
produce, package, repackage, or trans-
fer for commercial distribution cap-
sules containing 37 kBq (1 μCi) carbon- 
14 urea (allowing for nominal variation 
that may occur during the manufac-
turing process) each for ‘‘in vivo’’ diag-
nostic use, to persons exempt from li-
censing under § 30.21 of this chapter or 
the equivalent regulations of an Agree-
ment State will be approved if: 

(1) The applicant satisfies the general 
requirements specified in § 30.33 of this 
chapter, provided that the require-
ments of § 30.33(a) (2) and (3) of this 
chapter do not apply to an application 
for a license to transfer byproduct ma-
terial manufactured, prepared, proc-
essed, produced, packaged, or repack-
aged pursuant to a license issued by an 
Agreement State; 

(2) The applicant meets the require-
ments under § 32.72(a)(2) of this part; 

(3) The applicant provides evidence 
that each capsule contains 37 kBq (1 
μCi) carbon-14 urea (allowing for nomi-
nal variation that may occur during 
the manufacturing process); 

(4) The carbon-14 urea is not con-
tained in any food, beverage, cosmetic, 
drug (except as described in this sec-
tion) or other commodity designed for 
ingestion or inhalation by, or topical 
application to, a human being; 

(5) The carbon-14 urea is in the form 
of a capsule, identified as radioactive, 
and to be used for its radioactive prop-
erties, but is not incorporated into any 
manufactured or assembled com-
modity, product, or device intended for 
commercial distribution; and 

(6) The applicant submits copies of 
prototype labels and brochures and the 
NRC approves these labels and bro-
chures. 

(b) Nothing in this section relieves 
the licensee from complying with ap-
plicable FDA, other Federal, and State 
requirements governing drugs. 

[62 FR 63640, Dec. 2, 1997, as amended at 66 
FR 64738, Dec. 14, 2001] 
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§ 32.21a Same: Conditions of license. 
Each license issued under § 32.21 of 

this part is subject to the following 
conditions: 

(a) The immediate container of the 
capsule(s) must bear a durable, legible 
label which: 

(1) Identifies the radioisotope, the 
physical and chemical form, the quan-
tity of radioactivity of each capsule at 
a specific date; and 

(2) Bears the words ‘‘Radioactive Ma-
terial.’’ 

(b) In addition to the labeling infor-
mation required by paragraph (a) of 
this section, the label affixed to the 
immediate container, or an accom-
panying brochure also must: 

(1) State that the contents are ex-
empt from NRC or Agreement State li-
censing requirements; and 

(2) Bears the words ‘‘Radioactive Ma-
terial. For ‘‘In Vivo’’ Diagnostic Use 
Only. This Material Is Not To Be Used 
for Research Involving Human Subjects 
and Must Not Be Introduced into 
Foods, Beverages, Cosmetics, or Other 
Drugs or Medicinals, or into Products 
Manufactured for Commercial Dis-
tribution. This Material May Be Dis-
posed of in Ordinary Trash.’’ 

[62 FR 63640, Dec. 2, 1997] 

§ 32.22 Self-luminous products con-
taining tritium, krypton-85 or pro-
methium-147: Requirements for li-
cense to manufacture, process, 
produce, or initially transfer. 

(a) An application for a specific li-
cense to manufacture, process, or 
produce self-luminous products con-
taining tritium, krypton-85, or pro-
methium-147, or to initially transfer 
such products for use pursuant to § 30.19 
of this chapter or equivalent regula-
tions of an Agreement State, will be 
approved if: 

(1) The applicant satisfies the general 
requirements specified in § 30.33 of this 
chapter: Provided, however, That the re-
quirements of § 30.33(a) (2) and (3) do 
not apply to an application for a li-
cense to transfer tritium, krypton-85, 
or promethium-147 in self-luminous 
products manufactured, processed, or 
produced pursuant to a license issued 
by an Agreement State. 

(2) The applicant submits sufficient 
information relating to the design, 

manufacture, prototype testing, qual-
ity control procedures, labeling or 
marking, and conditions of handling, 
storage, use, and disposal of the self-lu-
minous product to demonstrate that 
the product will meet the safety cri-
teria set forth in § 32.23. The informa-
tion should include: 

(i) A description of the product and 
its intended use or uses. 

(ii) The type and quantity of byprod-
uct material in each unit. 

(iii) Chemical and physical form of 
the byproduct material in the product 
and changes in chemical and physical 
form that may occur during the useful 
life of the product. 

(iv) Solubility in water and body 
fluids of the forms of the byproduct 
material identified in paragraphs (a)(2) 
(iii) and (xii) of this section. 

(v) Details of construction and design 
of the product as related to contain-
ment and shielding of the byproduct 
material and other safety features 
under normal and severe conditions of 
handling, storage, use, and disposal of 
the product. 

(vi) Maximum external radiation lev-
els at 5 and 25 centimeters from any ex-
ternal surface of the product, averaged 
over an area not to exceed 10 square 
centimeters, and the method of meas-
urement. 

(vii) Degree of access of human 
beings to the product during normal 
handling and use. 

(viii) Total quantity of byproduct 
material expected to be distributed in 
the product annually. 

(ix) The expected useful life of the 
product. 

(x) The proposed method of labeling 
or marking each unit with identifica-
tion of the manufacturer or initial 
transferor of the product and the by-
product material in the product. 

(xi) Procedures for prototype testing 
of the product to demonstrate the ef-
fectiveness of the containment, shield-
ing, and other safety features under 
both normal and severe conditions of 
handling, storage, use, and disposal of 
the product. 

(xii) Results of the prototype testing 
of the product, including any change in 
the form of the byproduct material 
contained in the product, the extent to 
which the byproduct material may be 
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1 It is the intent of this paragraph that as 
the magnitude of the potential dose in-
creases above that permitted under normal 
conditions, the probability that any indi-
vidual will receive such a dose must de-
crease. The probabilities have been expressed 
in general terms to emphasize the approxi-
mate nature of the estimates which are to be 
made. The following values may be used as 
guides in estimating compliance with the 
criteria: 

Low—not more than one such failure per 
year for each 10,000 exempt units distributed. 

Negligible—not more than one such failure 
per year for each 1 million exempt units dis-
tributed. 

released to the environment, any in-
crease in external radiation levels, and 
any other changes in safety features. 

(xiii) The estimated external radi-
ation doses and dose commitments rel-
evant to the safety criteria in § 32.23 
and the basis for such estimates. 

(xiv) A determination that the prob-
abilities with respect to the doses re-
ferred to in § 32.23(d) meet the criteria 
of that paragraph. 

(xv) Quality control procedures to be 
followed in the fabrication of produc-
tion lots of the product and the quality 
control standards the product will be 
required to meet. 

(xvi) Any additional information, in-
cluding experimental studies and tests, 
required by the Commission. 

(3)(i) The Commission determines 
that the product meets the safety cri-
teria in § 32.23; and 

(ii) The product has been evaluated 
by the NRC and registered in the 
Sealed Source and Device Registry. 

(b) Notwithstanding the provisions of 
paragraph (a) of this section, the Com-
mission may deny an application for a 
specific license under this section if 
the end uses of the product cannot be 
reasonably foreseen. 

[34 FR 9026, June 6, 1969, as amended at 43 FR 
6923, Feb. 17, 1978; 77 FR 43691, July 25, 2012] 

§ 32.23 Same: Safety criteria. 
An applicant for a license under 

§ 32.22 shall demonstrate that the prod-
uct is designed and will be manufac-
tured so that: 

(a) In normal use and disposal of a 
single exempt unit, it is unlikely that 
the external radiation dose in any one 
year, or the dose commitment result-
ing from the intake of radioactive ma-
terial in any one year, to a suitable 
sample of the group of individuals ex-
pected to be most highly exposed to ra-
diation or radioactive material from 
the product will exceed the dose to the 
appropriate organ as specified in Col-
umn I of the table in § 32.24 of this part. 

(b) In normal handling and storage of 
the quantities of exempt units likely to 
accumulate in one location during 
marketing, distribution, installation, 
and servicing of the product, it is un-
likely that the external radiation dose 
in any one year, or the dose commit-
ment resulting from the intake of ra-

dioactive material in any one year, to 
a suitable sample of the group of indi-
viduals expected to be most highly ex-
posed to radiation or radioactive mate-
rial from the product will exceed the 
dose to the appropriate organ as speci-
fied in Column II of the table in § 32.24. 

(c) It is unlikely that there will be a 
significant reduction in the effective-
ness of the containment, shielding, or 
other safety features of the product 
from wear and abuse likely to occur in 
normal handling and use of the product 
during its useful life. 

(d) 1 In use and disposal of a single ex-
empt unit, or in handling and storage 
of the quantities of exempt units likely 
to accumulate in one location during 
marketing, distribution, installation, 
and servicing of the product, the prob-
ability is low that the containment, 
shielding, or other safety features of 
the product would fail under such cir-
cumstances that a person would re-
ceive an external radiation dose or dose 
commitment in excess of the dose to 
the appropriate organ as specified in 
Column III of the table in § 32.24, and 
the probability is negligible that a per-
son would receive an external radiation 
dose or dose commitment in excess of 
the dose to the appropriate organ as 
specified in Column IV of the table in 
§ 32.24. 

[34 FR 9027, June 6, 1969] 
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§ 32.24 Same: Table of organ doses. 

Part of body 
Col-

umn I 
(rem) 

Col-
umn II 
(rem) 

Col-
umn 
III 

(rem) 

Col-
umn 
IV 

(rem) 

Whole body; head and 
trunk: active blood-form-
ing organs; gonads: or 
lens of eye ..................... 0.001 0.01 0.5 15 

Hands and forearms; feet 
and ankles; localized 
areas of skin averaged 
over areas no larger 
than 1 square centimeter 0.015 0.15 7.5 200 

Other organs ..................... 0.003 0.03 1.5 50 

[34 FR 9329, June 13, 1969] 

§ 32.25 Conditions of licenses issued 
under § 32.22: Quality control, label-
ing, and reports of transfer. 

Each person licensed under § 32.22 
shall: 

(a) Carry out adequate control proce-
dures in the manufacture of the prod-
uct to assure that each production lot 
meets the quality control standards ap-
proved by the Commission; 

(b) Label or mark each unit so that 
the manufacturer, processor, producer, 
or initial transferor of the product and 
the byproduct material in the product 
can be identified; and 

(c) Maintain records of all transfers 
and file a report with the Director of 
the Office of Nuclear Material Safety 
and Safeguards by an appropriate 
method listed in § 30.6(a) of this chap-
ter, including in the address: ATTN: 
Document Control Desk/Exempt Dis-
tribution. 

(1) The report must clearly identify 
the specific licensee submitting the re-
port and include the license number of 
the specific licensee. 

(2) The report must indicate that the 
products are transferred for use under 
§ 30.19 of this chapter or equivalent reg-
ulations of an Agreement State. 

(3) The report must include the fol-
lowing information on products trans-
ferred to other persons for use under 
§ 30.19 or equivalent regulations of an 
Agreement State: 

(i) A description or identification of 
the type of each product and the model 
number(s); 

(ii) For each radionuclide in each 
type of product and each model num-
ber, the total quantity of the radio-
nuclide; 

(iii) The number of units of each type 
of product transferred during the re-
porting period by model number. 

(4)(i) The licensee shall file the re-
port, covering the preceding calendar 
year, on or before January 31 of each 
year. In its first report after December 
17, 2007, the licensee shall separately 
include data for transfers in prior years 
not previously reported to the Commis-
sion. 

(ii) Licensees who permanently dis-
continue activities authorized by the 
license issued under § 32.22 shall file a 
report for the current calendar year 
within 30 days after ceasing distribu-
tion. 

(5) If no transfers of byproduct mate-
rial have been made under § 32.22 during 
the reporting period, the report must 
so indicate. 

(6) The licensee shall maintain the 
record of a transfer for one year after 
the transfer is included in a report to 
the Commission. 

[34 FR 9027, June 6, 1969, as amended at 43 FR 
6923, Feb. 17, 1978; 48 FR 12334, Mar. 24, 1983; 
68 FR 58804, Oct. 10, 2003; 72 FR 58488, Oct. 16, 
2007; 73 FR 5719, Jan. 31, 2008; 73 FR 42673, 
July 23, 2008] 

§ 32.26 Gas and aerosol detectors con-
taining byproduct material: Re-
quirements for license to manufac-
ture, process, produce, or initially 
transfer. 

An application for a specific license 
to manufacture, process, or produce 
gas and aerosol detectors containing 
byproduct material and designed to 
protect health, safety, or property, or 
to initially transfer such products for 
use under § 30.20 of this chapter or 
equivalent regulations of an Agree-
ment State, will be approved if: 

(a) The applicant satisfies the gen-
eral requirements specified in § 30.33 of 
this chapter: Provided, however, That 
the requirements of § 30.33(a) (2) and (3) 
do not apply to an application for a li-
cense to transfer byproduct material in 
gas and aerosol detectors manufac-
tured, processed or produced pursuant 
to a license issued by an Agreement 
State. 

(b) The applicant submits sufficient 
information relating to the design, 
manufacture, prototype testing, qual-
ity control procedures, labeling or 
marking, and conditions of handling, 
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storage, use, and disposal of the gas 
and aerosol detector to demonstrate 
that the product will meet the safety 
criteria set forth in § 32.27. The infor-
mation should include: 

(1) A description of the product and 
its intended use or uses; 

(2) The type and quantity of byprod-
uct material in each unit; 

(3) Chemical and physical form of the 
byproduct material in the product and 
changes in chemical and physical form 
that may occur during the useful life of 
the product; 

(4) Solubility in water and body 
fluids of the forms of the byproduct 
material identified in paragraphs (b) (3) 
and (12) of this section; 

(5) Details of construction and design 
of the product as related to contain-
ment and shielding of the byproduct 
material and other safety features 
under normal and severe conditions of 
handling, storage, use, and disposal of 
the product; 

(6) Maximum external radiation lev-
els at 5 and 25 centimeters from any ex-
ternal surface of the product, averaged 
over an area not to exceed 10 square 
centimeters, and the method of meas-
urement; 

(7) Degree of access of human beings 
to the product during normal handling 
and use; 

(8) Total quantity of byproduct mate-
rial expected to be distributed in the 
product annually; 

(9) The expected useful life of the 
product; 

(10) The proposed methods of labeling 
or marking the detector and its point- 
of-sale package to satisfy the require-
ments of § 32.29(b); 

(11) Procedures for prototype testing 
of the product to demonstrate the ef-
fectiveness of the containment, shield-
ing, and other safety features under 
both normal and severe conditions of 
handling, storage, use, and disposal of 
the product; 

(12) Results of the prototype testing 
of the product, including any change in 
the form of the byproduct material 
contained in the product, the extent to 
which the byproduct material may be 
released to the environment, any in-
crease in external radiation levels, and 
any other changes in safety features; 

(13) The estimated external radiation 
doses and dose commitments relevant 
to the safety criteria in § 32.27 and the 
basis for such estimates; 

(14) A determination that the prob-
abilities with respect to the doses re-
ferred to in § 32.27(c) meet the criteria 
of that paragraph; 

(15) Quality control procedures to be 
followed in the fabrication of produc-
tion lots of the product and the quality 
control standards the product will be 
required to meet; and 

(16) Any additional information, in-
cluding experimental studies and tests, 
required by the Commission. 

(c)(1) The Commission determines 
that the product meets the safety cri-
teria in § 32.27; and 

(2) The product has been evaluated by 
the NRC and registered in the Sealed 
Source and Device Registry. 

[34 FR 6653, Apr. 18, 1969, as amended at 43 
FR 6923, Feb. 17, 1978; 45 FR 38342, June 9, 
1980; 77 FR 43691, July 25, 2012] 

§ 32.27 Same: Safety criteria. 
An applicant for a license under 

§ 32.26 shall demonstrate that the prod-
uct is designed and will be manufac-
tured so that: 

(a) In normal use and disposal of a 
single exempt unit, and in normal han-
dling and storage of the quantities of 
exempt units likely to accumulate in 
one location during marketing, dis-
tribution, installation, and servicing of 
the product, it is unlikely that the ex-
ternal radiation dose in any one year, 
or the dose commitment resulting from 
the intake of radioactive material in 
any one year, to a suitable sample of 
the group of individuals expected to be 
most highly exposed to radiation or ra-
dioactive material from the product 
will exceed the dose to the appropriate 
organ as specified in Column I of the 
table in § 32.28. 

(b) It is unlikely that there will be a 
significant reduction in the effective-
ness of the containment, shielding, or 
other safety features of the product 
from wear and abuse likely to occur in 
normal handling and use of the product 
during its useful life. 

(c) In use and disposal of a single ex-
empt unit and in handling and storage 
of the quantities of exempt units likely 
to accumulate in one location during 
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1 It is the intent of this paragraph that as 
the magnitude of the potential dose in-
creases above that permitted under normal 
conditions, the probability that any indi-
vidual will receive such a dose must de-
crease. The probabilities have been expressed 
in general terms to emphasize the approxi-
mate nature of the estimates which are to be 
made. The following values may be used as 
guides in estimating compliance with the 
criteria: 

Low—not more than one such failure per 
year for each 10,000 exempt units distributed. 

Negligible—not more than one such failure 
per year for each one million exempt units 
distributed. 

marketing, distribution, installation, 
and servicing of the product, the prob-
ability is low that the containment, 
shielding, or other safety features of 
the product would fail under such cir-
cumstances that a person would re-
ceive an external radiation dose or dose 
commitment in excess of the dose to 
the appropriate organ as specified in 
Column II of the table in § 32.28, and 
the probability is negligible that a per-
son would receive an external radiation 
dose or dose commitment in excess of 
the dose to the appropriate organ as 
specified in Column III of the table in 
§ 32.28. 1 

[34 FR 6654, Apr. 18, 1969] 

§ 32.28 Same: Table of organ doses. 

Part of body 
Col-

umn I 
(rem) 

Col-
umn II 
(rem) 

Col-
umn III 
(rem) 

Whole body; head and trunk; 
active blood-forming organs; 
gonads; or lens of eye ........... 0.005 0.5 15 

Hands and forearms; feet and 
ankles; localized areas of skin 
averaged over areas no larg-
er than 1 square centimeter .. 0.075 7.5 200 

Other organs ............................. 0.015 1.5 50 

[34 FR 6654, Apr. 18, 1969] 

§ 32.29 Conditions of licenses issued 
under § 32.26: Quality control, label-
ing, and reports of transfer. 

Each person licensed under § 32.26 
shall: 

(a) Carry out adequate control proce-
dures in the manufacture of the prod-
uct to assure that each production lot 
meets the quality control standards ap-
proved by the Commission; 

(b) Label or mark each detector and 
its point-of-sale package so that: 

(1) Each detector has a durable, leg-
ible, readily visible label or marking 
on the external surface of the detector 
containing: 

(i) The following statement: ‘‘CON-
TAINS RADIOACTIVE MATERIAL’’; 

(ii) The name of the radionuclide and 
quantity of activity; and 

(iii) An identification of the person 
licensed under § 32.26 to transfer the de-
tector for use pursuant to § 30.20 of this 
chapter or equivalent regulations of an 
Agreement State. 

(2) The labeling or marking specified 
in paragraph (b)(1) of this section is lo-
cated where its will be readily visible 
when the detector is removed from its 
mounting. 

(3) The external surface of the point- 
of-sale package has a legible, readily 
visible label or marking containing: 

(i) The name of the radionuclide and 
quantity of activity; 

(ii) An identification of the person li-
censed under § 32.26 to transfer the de-
tector for use pursuant to § 30.20 of this 
chapter or equivalent regulations of an 
Agreement State; and 

(iii) The following or a substantially 
similar statement: 

THIS DETECTOR CONTAINS RADIO-
ACTIVE MATERIAL AND HAS BEEN MAN-
UFACTURED IN COMPLIANCE WITH U.S. 
NRC SAFETY CRITERIA IN 10 CFR 32.27. 
THE PURCHASER IS EXEMPT FROM ANY 
REGULATORY REQUIREMENTS. 

(4) Each detector and point-of-sale 
package is provided with such other in-
formation as may be required by the 
Commission; and 

(c) Maintain records of all transfers 
and file a report with the Director of 
the Office of Nuclear Material Safety 
and Safeguards by an appropriate 
method listed in § 30.6(a) of this chap-
ter, including in the address: ATTN: 
Document Control Desk/Exempt Dis-
tribution. 

(1) The report must clearly identify 
the specific licensee submitting the re-
port and include the license number of 
the specific licensee. 

(2) The report must indicate that the 
products are transferred for use under 
§ 30.20 of this chapter or equivalent reg-
ulations of an Agreement State. 

(3) The report must include the fol-
lowing information on products trans-
ferred to other persons for use under 
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§ 30.20 or equivalent regulations of an 
Agreement State: 

(i) A description or identification of 
the type of each product and the model 
number(s); 

(ii) For each radionuclide in each 
type of product and each model num-
ber, the total quantity of the radio-
nuclide; 

(iii) The number of units of each type 
of product transferred during the re-
porting period by model number. 

(4)(i) The licensee shall file the re-
port, covering the preceding calendar 
year, on or before January 31 of each 
year. In its first report after December 
17, 2007, the licensee shall separately 
include data for transfers in prior years 
not previously reported to the Commis-
sion. 

(ii) Licensees who permanently dis-
continue activities authorized by the 
license issued under § 32.26 shall file a 
report for the current calendar year 
within 30 days after ceasing distribu-
tion. 

(5) If no transfers of byproduct mate-
rial have been made under § 32.26 during 
the reporting period, the report must 
so indicate. 

(6) The licensee shall maintain the 
record of a transfer for one year after 
the transfer is included in a report to 
the Commission. 

[34 FR 6654, Apr. 18, 1969, as amended at 43 
FR 6923, Feb. 17, 1978; 45 FR 38342, June 9, 
1980; 48 FR 12334, Mar. 24, 1983; 72 FR 58488, 
Oct. 16, 2007; 73 FR 5719, Jan. 31, 2008; 73 FR 
42673, July 23, 2008] 

§ 32.30 Certain industrial devices con-
taining byproduct material: Re-
quirements for license to manufac-
ture, process, produce, or initially 
transfer. 

An application for a specific license 
to manufacture, process, produce, or 
initially transfer for sale or distribu-
tion devices containing byproduct ma-
terial for use under § 30.22 of this chap-
ter or equivalent regulations of an 
Agreement State will be approved if: 

(a) The applicant satisfies the gen-
eral requirements of § 30.33 of this chap-
ter: However, the requirements of 
§ 30.33(a)(2) and (3) do not apply to an 
application for a license to transfer by-
product material in such industrial de-
vices manufactured, processed, or pro-

duced under a license issued by an 
Agreement State; 

(b) The applicant submits sufficient 
information relating to the design, 
manufacture, prototype testing, qual-
ity control procedures, labeling or 
marking, and conditions of handling, 
storage, use, and disposal of the indus-
trial devices to demonstrate that the 
device will meet the safety criteria set 
forth in § 32.31. The information should 
include: 

(1) A description of the device and its 
intended use or uses; 

(2) The type and quantity of byprod-
uct material in each unit; 

(3) Chemical and physical form of the 
byproduct material in the device and 
changes in chemical and physical form 
that may occur during the useful life of 
the device; 

(4) Solubility in water and body 
fluids of the forms of the byproduct 
material identified in paragraphs (b)(3) 
and (b)(12) of this section; 

(5) Details of construction and design 
of the device as related to containment 
and shielding of the byproduct mate-
rial and other safety features under 
normal and severe conditions of han-
dling, storage, use, and disposal of the 
device; 

(6) Maximum external radiation lev-
els at 5 and 30 centimeters from any ex-
ternal surface of the device, averaged 
over an area not to exceed 10 square 
centimeters, and the method of meas-
urement; 

(7) Degree of access of human beings 
to the device during normal handling 
and use; 

(8) Total quantity of byproduct mate-
rial expected to be distributed in the 
devices annually; 

(9) The expected useful life of the de-
vice; 

(10) The proposed methods of labeling 
or marking the device and its point-of- 
sale package to satisfy the require-
ments of § 32.32(b); 

(11) Procedures for prototype testing 
of the device to demonstrate the effec-
tiveness of the containment, shielding, 
and other safety features under both 
normal and severe conditions of han-
dling, storage, use, and disposal of the 
device; 

(12) Results of the prototype testing 
of the device, including any change in 
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1 It is the intent of this paragraph that as 
the magnitude of the potential dose in-
creases above that permitted under normal 
conditions, the probability that any indi-
vidual will receive such a dose must de-
crease. The probabilities have been expressed 
in general terms to emphasize the approxi-
mate nature of the estimates that are to be 
made. The following values may be used as 
guides in estimating compliance with the 
criteria: Low—not more than one such fail-
ure/incident per year for each 10,000 exempt 
units distributed. Negligible—not more than 
one such failure/incident per year for each 
one million exempt units distributed. 

the form of the byproduct material 
contained in the device, the extent to 
which the byproduct material may be 
released to the environment, any in-
crease in external radiation levels, and 
any other changes in safety features; 

(13) The estimated external radiation 
doses and committed doses resulting 
from the intake of byproduct material 
in any one year relevant to the safety 
criteria in § 32.31 and the basis for these 
estimates; 

(14) A determination that the prob-
abilities with respect to the doses re-
ferred to in § 32.31(a)(4) meet the cri-
teria of that paragraph; 

(15) Quality control procedures to be 
followed in the fabrication of produc-
tion lots of the devices and the quality 
control standards the devices will be 
required to meet; and 

(16) Any additional information, in-
cluding experimental studies and tests, 
required by the Commission. 

(c)(1) The Commission determines 
that the device meets the safety cri-
teria in § 32.31. 

(2) The device is unlikely to be rou-
tinely used by members of the general 
public in a non-occupational environ-
ment. 

(3) The device has been registered in 
the Sealed Source and Device Registry. 

[77 FR 43691, July 25, 2012] 

§ 32.31 Certain industrial devices con-
taining byproduct material: Safety 
criteria. 

(a) An applicant for a license under 
§ 32.30 shall demonstrate that the de-
vice is designed and will be manufac-
tured so that: 

(1) In normal use, handling, and stor-
age of the quantities of exempt units 
likely to accumulate in one location, 
including during marketing, distribu-
tion, installation, and servicing of the 
device, it is unlikely that the external 
radiation dose in any one year, or the 
committed dose resulting from the in-
take of radioactive material in any one 
year, to a suitable sample of the group 
of individuals expected to be most 
highly exposed to radiation or radio-
active material from the device will ex-
ceed 200 μSv (20 mrem). 

(2) It is unlikely that the external ra-
diation dose in any one year, or the 
committed dose resulting from the in-

take of radioactive material in any one 
year, to a suitable sample of the group 
of individuals expected to be most 
highly exposed to radiation or radio-
active material from disposal of the 
quantities of units likely to accumu-
late in the same disposal site will ex-
ceed 10 μSv (1 mrem). 

(3) It is unlikely that there will be a 
significant reduction in the effective-
ness of the containment, shielding, or 
other safety features of the device from 
wear and abuse likely to occur in nor-
mal handling and use of the device dur-
ing its useful life. 

(4) In use, handling, storage, and dis-
posal of the quantities of exempt units 
likely to accumulate in one location, 
including during marketing, distribu-
tion, installation, and servicing of the 
device, the probability is low that the 
containment, shielding, or other safety 
features of the device would fail under 
such circumstances that a person 
would receive an external radiation 
dose or committed dose in excess of 5 
mSv (500 mrem), and the probability is 
negligible that a person would receive 
an external radiation dose or com-
mitted dose of 100 mSv (10 rem) or 
greater.1 

(b) An applicant for a license under 
§ 32.30 shall demonstrate that, even in 
unlikely scenarios of misuse, including 
those resulting in direct exposure to 
the unshielded source removed from 
the device for 1,000 hours at an average 
distance of 1 meter and those resulting 
in dispersal and subsequent intake of 
10¥4 of the quantity of byproduct mate-
rial (or in the case of tritium, an in-
take of 10 percent), a person will not 
receive an external radiation dose or 
committed dose in excess of 100 mSv (10 
rem), and, if the unshielded source is 
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small enough to fit in a pocket, that 
the dose to localized areas of skin aver-
aged over areas no larger than 1 square 
centimeter from carrying the 
unshielded source in a pocket for 80 
hours will not exceed 2 Sv (200 rem). 

[77 FR 43692, July 25, 2012] 

§ 32.32 Conditions of licenses issued 
under § 32.30: Quality control, label-
ing, and reports of transfer. 

Each person licensed under § 32.30 
shall: 

(a) Carry out adequate control proce-
dures in the manufacture of the device 
to ensure that each production lot 
meets the quality control standards ap-
proved by the Commission; 

(b) Label or mark each device and its 
point-of-sale package so that: 

(1) Each item has a durable, legible, 
readily visible label or marking on the 
external surface of the device con-
taining: 

(i) The following statement: ‘‘CON-
TAINS RADIOACTIVE MATERIAL’’; 

(ii) The name of the radionuclide(s) 
and quantity(ies) of activity; 

(iii) An identification of the person 
licensed under § 32.30 to transfer the de-
vice for use under § 30.22 of this chapter 
or equivalent regulations of an Agree-
ment State; and 

(iv) Instructions and precautions nec-
essary to assure safe installation, oper-
ation, and servicing of the device (doc-
uments such as operating and service 
manuals may be identified in the label 
and used to provide this information). 

(2) The external surface of the point- 
of-sale package has a legible, readily 
visible label or marking containing: 

(i) The name of the radionuclide and 
quantity of activity; 

(ii) An identification of the person li-
censed under § 32.30 to transfer the de-
vice for use under § 30.22 of this chapter 
or equivalent regulations of an Agree-
ment State; and 

(iii) The following or a substantially 
similar statement: ‘‘THIS DEVICE 
CONTAINS RADIOACTIVE MATE-
RIAL AND HAS BEEN MANUFAC-
TURED IN COMPLIANCE WITH U.S. 
NUCLEAR REGULATORY COMMIS-
SION SAFETY CRITERIA IN 10 CFR 
32.31. THE PURCHASER IS EXEMPT 
FROM ANY REGULATORY REQUIRE-
MENTS.’’ 

(3) Each device and point-of-sale 
package contains such other informa-
tion as may be required by the Com-
mission; and 

(c) Maintain records of all transfers 
and file a report with the Director of 
the Office of Nuclear Material Safety 
and Safeguards by an appropriate 
method listed in § 30.6(a) of this chap-
ter, including in the address: ATTN: 
Document Control Desk/Exempt Dis-
tribution. 

(1) The report must clearly identify 
the specific licensee submitting the re-
port and include the license number of 
the specific licensee. 

(2) The report must indicate that the 
devices are transferred for use under 
§ 30.22 of this chapter or equivalent reg-
ulations of an Agreement State. 

(3) The report must include the fol-
lowing information on devices trans-
ferred to other persons for use under 
§ 30.22 or equivalent regulations of an 
Agreement State: 

(i) A description or identification of 
the type of each device and the model 
number(s); 

(ii) For each radionuclide in each 
type of device and each model number, 
the total quantity of the radionuclide; 
and 

(iii) The number of units of each type 
of device transferred during the report-
ing period by model number. 

(4)(i) The licensee shall file the re-
port, covering the preceding calendar 
year, on or before January 31 of each 
year. 

(ii) Licensees who permanently dis-
continue activities authorized by the 
license issued under § 32.30 shall file a 
report for the current calendar year 
within 30 days after ceasing distribu-
tion. 

(5) If no transfers of byproduct mate-
rial have been made under § 32.30 during 
the reporting period, the report must 
so indicate. 

(6) The licensee shall maintain the 
record of a transfer for a period of one 
year after the transfer is included in a 
report to the Commission. 

[77 FR 43692, July 25, 2012] 
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1 Devices licensed under § 32.51 prior to Jan-
uary 19, 1975 may bear labels authorized by 
the regulations in effect on January 1, 1975. 

2 The model, serial number, and the name 
of the manufacturer, or initial transferor 
may be omitted from this label provided the 
information is elsewhere specified in labeling 
affixed to the device. 

Subpart B—Generally Licensed 
Items 

§ 32.51 Byproduct material contained 
in devices for use under § 31.5; re-
quirements for license to manufac-
ture, or initially transfer. 

(a) An application for a specific li-
cense to manufacture, or initially 
transfer devices containing byproduct 
material to persons generally licensed 
under § 31.5 of this chapter or equiva-
lent regulations of an Agreement State 
will be approved if: 

(1) The applicant satisfies the general 
requirements of § 30.33 of this chapter; 

(2) The applicant submits sufficient 
information relating to the design, 
manufacture, prototype testing, qual-
ity control, labels, proposed uses, in-
stallation, servicing, leak testing, op-
erating and safety instructions, and po-
tential hazards of the device to provide 
reasonable assurance that: 

(i) The device can be safely operated 
by persons not having training in radi-
ological protection; 

(ii) Under ordinary conditions of han-
dling, storage, and use of the device, 
the byproduct material contained in 
the device will not be released or inad-
vertently removed from the device, and 
it is unlikely that any person will re-
ceive in 1 year a dose in excess of 10 
percent of the annual limits specified 
in § 20.1201(a) of this chapter; and 

(iii) Under accident conditions (such 
as fire and explosion) associated with 
handling, storage and use of the device, 
it is unlikely that any person would re-
ceive an external radiation dose or dose 
commitment in excess of the dose to 
the appropriate organ as specified in 
Column IV of the table in § 32.24. 

(3) Each device bears a durable, leg-
ible, clearly visible label or labels ap-
proved by the Commission which con-
tain in a clearly identified and sepa-
rate statement: 

(i) Instructions and precautions nec-
essary to assure safe installation, oper-
ation, and servicing of the device (doc-
uments such as operating and service 
manuals may be identified in the label 
and used to provide this information); 

(ii) The requirements, or lack of re-
quirement, for leak testing, or for test-
ing any on-off mechanism and indi-
cator, including the maximum time in-

terval for such testing, and the identi-
fication of radioactive material by iso-
tope, quantity of radioactivity, and 
date of determination of the quantity; 
and 

(iii) The information called for in the 
following statement in the same or 
substantially similar form: 1 

The receipt, possession, use, and transfer 
of this device Model llll

2, Serial 
No.lll

2, are subject to a general license or 
the equivalent and the regulations of the 
U.S. NRC or of a State with which the NRC 
has entered into an agreement for the exer-
cise of regulatory authority. This label shall 
be maintained on the device in a legible con-
dition. Removal of this label is prohibited. 

CAUTION—RADIOACTIVE MATERIAL 

llllllllllllllllllllllll

(Name of manufacturer, or initial trans-
feror) 2 

(4) Each device having a separable 
source housing that provides the pri-
mary shielding for the source also 
bears, on the source housing, a durable 
label containing the device model num-
ber and serial number, the isotope and 
quantity, the words, ‘‘Caution-Radio-
active Material,’’ the radiation symbol 
described in § 20.1901 of this chapter, 
and the name of the manufacturer or 
initial distributor. 

(5) Each device meeting the criteria 
of § 31.5(c)(13)(i) of this chapter, bears a 
permanent (e.g., embossed, etched, 
stamped, or engraved) label affixed to 
the source housing if separable, or the 
device if the source housing is not sep-
arable, that includes the words, ‘‘Cau-
tion-Radioactive Material,’’ and, if 
practicable, the radiation symbol de-
scribed in § 20.1901 of this chapter. 

(6) The device has been registered in 
the Sealed Source and Device Registry. 

(b) In the event the applicant desires 
that the device be required to be tested 
at intervals longer than six months, ei-
ther for proper operation of the on-off 
mechanism and indicator, if any, or for 
leakage of radioactive material or for 
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both, he shall include in this applica-
tion sufficient information to dem-
onstrate that such longer interval is 
justified by performance characteris-
tics of the device or similar devices, 
and by design features which have a 
significant bearing on the probability 
or consequences of leakage of radio-
active material from the device or fail-
ure of the on-off mechanism and indi-
cator. In determining the acceptable 
interval for the test for leakage of ra-
dioactive material, the Commission 
will consider information which in-
cludes, but is not limited to: 

(1) Primary containment (source cap-
sule); 

(2) Protection of primary contain-
ment; 

(3) Method of sealing containment; 
(4) Containment construction mate-

rials; 
(5) Form of contained radioactive 

material; 
(6) Maximum temperature withstood 

during prototype tests; 
(7) Maximum pressure withstood dur-

ing prototype tests; 
(8) Maximum quantity of contained 

radioactive material; 
(9) Radiotoxicity of contained radio-

active material; and 
(10) Operating experience with iden-

tical devices or similarly designed and 
constructed devices. 

(c) In the event the applicant desires 
that the general licensee under § 31.5 of 
this chapter, or under equivalent regu-
lations of an Agreement State, be au-
thorized to install the device, collect 
the sample to be analyzed by a specific 
licensee for leakage of radioactive ma-
terial, service the device, test the on- 
off mechanism and indicator, or re-
move the device from installation, the 
applicant shall include in the applica-
tion written instructions to be followed 
by the general licensee, estimated cal-
endar quarter doses associated with 
such activity or activities, and the 
bases for these estimates. The sub-
mitted information must demonstrate 
that performance of this activity or ac-
tivities by an individual untrained in 
radiological protection, in addition to 
other handling, storage, and use of de-
vices under the general license, is un-
likely to cause that individual to re-
ceive a dose in excess of 10 percent of 

the annual limits specified in 
§ 20.1201(a) of this chapter. 

[39 FR 43533, Dec. 16, 1974, as amended at 40 
FR 8785, Mar. 3, 1975; 42 FR 25721, May 19, 
1977; 43 FR 6923, Feb. 17, 1978; 58 FR 67660, 
Dec. 22, 1993; 59 FR 5520, Feb. 7, 1994; 65 FR 
79189, Dec. 18, 2000; 77 FR 43693, July 25, 2012] 

§ 32.51a Same: Conditions of licenses. 
(a) If a device containing byproduct 

material is to be transferred for use 
under the general license contained in 
§ 31.5 of this chapter, each person that 
is licensed under § 32.51 shall provide 
the information specified in this para-
graph to each person to whom a device 
is to be transferred. This information 
must be provided before the device may 
be transferred. In the case of a transfer 
through an intermediate person, the 
information must also be provided to 
the intended user prior to initial trans-
fer to the intermediate person. The re-
quired information includes— 

(1) A copy of the general license con-
tained in § 31.5 of this chapter; if para-
graphs (c)(2) through (4) or (c)(13) of 
§ 31.5 do not apply to the particular de-
vice, those paragraphs may be omitted. 

(2) A copy of §§ 31.2, 30.51, 20.2201, and 
20.2202 of this chapter; 

(3) A list of the services that can only 
be performed by a specific licensee; 

(4) Information on acceptable dis-
posal options including estimated costs 
of disposal; and 

(5) An indication that NRC’s policy is 
to issue high civil penalties for im-
proper disposal. 

(b) If byproduct material is to be 
transferred in a device for use under an 
equivalent general license of an Agree-
ment State, each person that is li-
censed under § 32.51 shall provide the 
information specified in this paragraph 
to each person to whom a device is to 
be transferred. This information must 
be provided before the device may be 
transferred. In the case of a transfer 
through an intermediate person, the 
information must also be provided to 
the intended user prior to initial trans-
fer to the intermediate person. The re-
quired information includes— 

(1) A copy of the Agreement State’s 
regulations equivalent to §§ 31.5, 31.2, 
30.51, 20.2201, and 20.2202 of this chapter 
or a copy of §§ 31.5, 31.2, 30.51, 20.2201, 
and 20.2202 of this chapter. If a copy of 
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the NRC regulations is provided to a 
prospective general licensee in lieu of 
the Agreement State’s regulations, it 
shall be accompanied by a note ex-
plaining that use of the device is regu-
lated by the Agreement State; if cer-
tain paragraphs of the regulations do 
not apply to the particular device, 
those paragraphs may be omitted. 

(2) A list of the services that can only 
be performed by a specific licensee; 

(3) Information on acceptable dis-
posal options including estimated costs 
of disposal; and 

(4) The name or title, address, and 
phone number of the contact at the 
Agreement State regulatory agency 
from which additional information 
may be obtained. 

(c) An alternative approach to in-
forming customers may be proposed by 
the licensee for approval by the Com-
mission. 

(d) Each device that is transferred 
after February 19, 2002 must meet the 
labeling requirements in § 32.51(a)(3) 
through (5). 

(e) If a notification of bankruptcy 
has been made under § 30.34(h) or the li-
cense is to be terminated, each person 
licensed under § 32.51 shall provide, 
upon request, to the NRC and to any 
appropriate Agreement State, records 
of final disposition required under 
§ 32.52(c). 

[65 FR 79189, Dec. 18, 2000; 65 FR 80991, Dec. 
22, 2000] 

§ 32.52 Same: material transfer reports 
and records. 

Each person licensed under § 32.51 to 
initially transfer devices to generally 
licensed persons shall comply with the 
requirements of this section. 

(a) The person shall report to the Di-
rector, Office of Nuclear Material Safe-
ty and Safeguards , ATTN: GLTS, by 
an appropriate method listed in § 30.6(a) 
of this chapter, all transfers of such de-
vices to persons for use under the gen-
eral license in § 31.5 of this chapter and 
all receipts of devices from persons li-
censed under § 31.5 of this chapter. The 
report must be submitted on a quar-
terly basis on NRC Form 653—‘‘Trans-
fers of Industrial Devices Report’’ or in 
a clear and legible report containing 
all of the data required by the form. 

(1) The required information for 
transfers to general licensees in-
cludes— 

(i) The identity of each general li-
censee by name and mailing address for 
the location of use; if there is no mail-
ing address for the location of use, an 
alternate address for the general li-
censee shall be submitted along with 
information on the actual location of 
use. 

(ii) The name, title, and phone num-
ber of the person identified by the gen-
eral licensee as having knowledge of 
and authority to take required actions 
to ensure compliance with the appro-
priate regulations and requirements; 

(iii) The date of transfer; 
(iv) The type, model number, and se-

rial number of the device transferred; 
and 

(v) The quantity and type of byprod-
uct material contained in the device. 

(2) If one or more intermediate per-
sons will temporarily possess the de-
vice at the intended place of use before 
its possession by the user, the report 
must include the same information for 
both the intended user and each inter-
mediate person, and clearly designate 
the intermediate person(s). 

(3) For devices received from a § 31.5 
general licensee, the report must in-
clude the identity of the general li-
censee by name and address, the type, 
model number, and serial number of 
the device received, the date of receipt, 
and, in the case of devices not initially 
transferred by the reporting licensee, 
the name of the manufacturer or ini-
tial transferor. 

(4) If the licensee makes changes to a 
device possessed by a § 31.5 general li-
censee, such that the label must be 
changed to update required informa-
tion, the report must identify the gen-
eral licensee, the device, and the 
changes to information on the device 
label. 

(5) The report must cover each cal-
endar quarter, must be filed within 30 
days of the end of the calendar quarter, 
and must clearly indicate the period 
covered by the report. 

(6) The report must clearly identify 
the specific licensee submitting the re-
port and include the license number of 
the specific licensee. 
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(7) If no transfers have been made to 
or from persons generally licensed 
under § 31.5 of this chapter during the 
reporting period, the report must so in-
dicate. 

(b) The person shall report all trans-
fers of devices to persons for use under 
a general license in an Agreement 
State’s regulations that are equivalent 
to § 31.5 of this chapter and all receipts 
of devices from general licensees in the 
Agreement State’s jurisdiction to the 
responsible Agreement State agency. 
The report must be submitted on Form 
653—‘‘Transfers of Industrial Devices 
Report’’ or in a clear and legible report 
containing all of the data required by 
the form. 

(1) The required information for 
transfers to general licensees in-
cludes— 

(i) The identity of each general li-
censee by name and mailing address for 
the location of use; if there is no mail-
ing address for the location of use, an 
alternate address for the general li-
censee shall be submitted along with 
information on the actual location of 
use. 

(ii) The name, title, and phone num-
ber of the person identified by the gen-
eral licensee as having knowledge of 
and authority to take required actions 
to ensure compliance with the appro-
priate regulations and requirements; 

(iii) The date of transfer; 
(iv) The type, model number, and se-

rial number of the device transferred; 
and 

(v) The quantity and type of byprod-
uct material contained in the device. 

(2) If one or more intermediate per-
sons will temporarily possess the de-
vice at the intended place of use before 
its possession by the user, the report 
must include the same information for 
both the intended user and each inter-
mediate person, and clearly designate 
the intermediate person(s). 

(3) For devices received from a gen-
eral licensee, the report must include 
the identity of the general licensee by 
name and address, the type, model 
number, and serial number of the de-
vice received, the date of receipt, and, 
in the case of devices not initially 
transferred by the reporting licensee, 
the name of the manufacturer or ini-
tial transferor. 

(4) If the licensee makes changes to a 
device possessed by a general licensee, 
such that the label must be changed to 
update required information, the re-
port must identify the general licensee, 
the device, and the changes to informa-
tion on the device label. 

(5) The report must cover each cal-
endar quarter, must be filed within 30 
days of the end of the calendar quarter, 
and must clearly indicate the period 
covered by the report. 

(6) The report must clearly identify 
the specific licensee submitting the re-
port and must include the license num-
ber of the specific licensee. 

(7) If no transfers have been made to 
or from a particular Agreement State 
during the reporting period, this infor-
mation shall be reported to the respon-
sible Agreement State agency upon re-
quest of the agency. 

(c) The person shall maintain all in-
formation concerning transfers and re-
ceipts of devices that supports the re-
ports required by this section. Records 
required by this paragraph must be 
maintained for a period of 3 years fol-
lowing the date of the recorded event. 

[65 FR 79189, Dec. 18, 2000, as amended at 68 
FR 58805, Oct. 10, 2003; 73 FR 5719, Jan. 31, 
2008] 

§ 32.53 Luminous safety devices for 
use in aircraft: Requirements for li-
cense to manufacture, assemble, re-
pair or initially transfer. 

An application for a specific license 
to manufacture, assemble, repair or 
initially transfer luminous safety de-
vices containing tritium or pro-
methium-147 for use in aircraft, for dis-
tribution to persons generally licensed 
under § 31.7 of this chapter, will be ap-
proved if: 

(a) The applicant satisfies the gen-
eral requirements specified in § 30.33 of 
this chapter; 

(b) The applicant submits sufficient 
information regarding each device per-
tinent to evaluation of the potential 
radiation exposure, including: 

(1) Chemical and physical form and 
maximum quantity of tritium or pro-
methium-147 in each device; 

(2) Details of construction and de-
sign; 
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1 Devices licensed under § 32.53 prior to Jan-
uary 19, 1975 may bear labels authorized by 
the regulations in effect on January 1, 1975. 

(3) Details of the method of binding 
or containing the tritium or pro-
methium-147; 

(4) Procedures for and results of pro-
totype testing to demonstrate that the 
tritium or promethium-147 will not be 
released to the environment under the 
most severe conditions likely to be en-
countered in normal use; 

(5) Quality assurance procedures to 
be followed that are sufficient to en-
sure compliance with § 32.55; 

(6) Any additional information, in-
cluding experimental studies and tests, 
required by the Commission to facili-
tate a determination of the safety of 
the device. 

(c) Each device will contain no more 
than 10 curies of tritium or 300 
millicuries of promethium-147. The lev-
els of radiation from each device con-
taining promethium-147 will not exceed 
0.5 millirad per hour at 10 centimeters 
from any surface when measured 
through 50 milligrams per square centi-
meter of absorber. 

(d) The Commission determines that: 
(1) The method of incorporation and 

binding of the tritium or promethium- 
147 in the device is such that the trit-
ium or promethium-147 will not be re-
leased under the most severe condi-
tions which are likely to be encoun-
tered in normal use and handling of the 
device; 

(2) The tritium or promethium-147 is 
incorporated or enclosed so as to pre-
clude direct physical contact by any 
person with it; 

(3) The device is so designed that it 
cannot easily be disassembled; and 

(4) Prototypes of the device have 
been subjected to and have satisfac-
torily passed the tests required by 
paragraph (e) of this section. 

(e) The applicant shall subject at 
least five prototypes of the device to 
tests as follows: 

(1) The devices are subjected to tests 
that adequately take into account the 
individual, aggregate, and cumulative 
effects of environmental conditions ex-
pected in service that could adversely 
affect the effective containment of 
tritium or promethium-147, such as 
temperature, moisture, absolute pres-
sure, water immersion, vibration, 
shock, and weathering. 

(2) The devices are inspected for evi-
dence of physical damage and for loss 
of tritium or promethium-147, after 
each stage of testing, using methods of 
inspection adequate for determining 
compliance with the criteria in para-
graph (e)(3) of this section. 

(3) Device designs are rejected for 
which the following has been detected 
for any unit: 

(i) A leak resulting in a loss of 0.1 
percent or more of the original amount 
of tritium or promethium-147 from the 
device; or 

(ii) Surface contamination of tritium 
or promethium-147 on the device of 
more than 2,200 disintegrations per 
minute per 100 square centimeters of 
surface area; or 

(iii) Any other evidence of physical 
damage. 

(f) The device has been registered in 
the Sealed Source and Device Registry. 

[30 FR 8192, June 26, 1965, as amended at 33 
FR 6463, Apr. 27, 1968; 43 FR 6923, Feb. 17, 
1978; 77 FR 43693, July 25, 2012] 

§ 32.54 Same: Labeling of devices. 
(a) A person licensed under § 32.53 to 

manufacture, assemble, or initially 
transfer devices containing tritium or 
promethium-147 for distribution to per-
sons generally licensed under § 31.7 of 
this chapter shall, except as provided 
in paragraph (b) of this section, affix to 
each device a label containing the radi-
ation symbol prescribed by § 20.1901 of 
this chapter, such other information as 
may be required by the Commission in-
cluding disposal instructions when ap-
propriate, and the following or a sub-
stantially similar statement which 
contains the information called for in 
the following statement: 1 

The receipt, possession, use, and transfer 
of this device, Model* lllllll, Serial 
No.* lll, containing llllll (Identity 
and quantity of radioactive material) are 
subject to a general license or the equivalent 
and the regulations of the U.S. NRC or of a 
State with which the NRC has entered into 
an agreement for the exercise of regulatory 
authority. Do not remove this label. 

CAUTION—RADIOACTIVE MATERIAL 

llllllllllllllllllllllll
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(Name of manufacturer, assembler, or initial 
transferor.)* 

*The model, serial number, and name of 
manufacturer, assembler, or initial trans-
feror may be omitted from this label pro-
vided they are elsewhere specified in labeling 
affixed to the device. 

(b) If the Commission determines 
that it is not feasible to affix a label to 
the device containing all the informa-
tion called for in paragraph (a) of this 
section, it may waive the requirements 
of that paragraph and require in lieu 
thereof that: 

(1) A label be affixed to the device 
identifying: 

(i) The manufacturer, assembler, or 
initial transferor; and 

(ii) The type of radioactive material; 
and 

(2) A leaflet bearing the following in-
formation be enclosed in or accompany 
the container in which the device is 
shipped: 

(i) The name of the manufacturer, as-
sembler, or initial transferor, 

(ii) The type and quantity of radio-
active material, 

(iii) The model number, 
(iv) A statement that the receipt, 

possession, use, and transfer of the de-
vice are subject to a general license or 
the equivalent and the regulations of 
the U.S. NRC or of an Agreement 
State, and 

(v) Such other information as may be 
required by the Commission, including 
disposal instructions when appropriate. 

[33 FR 16331, Nov. 7, 1968, as amended at 40 
FR 8785, Mar. 3, 1975; 43 FR 6923, Feb. 17, 1978; 
63 FR 39483, July 23, 1998] 

§ 32.55 Same: Quality assurance, prohi-
bition of transfer. 

(a) Each person licensed under § 32.53 
shall visually inspect each device and 
shall reject any that has an observable 
physical defect that could adversely af-
fect containment of the tritium or pro-
methium-147. 

(b) Each person licensed under § 32.53 
shall: 

(1) Maintain quality assurance sys-
tems in the manufacture of the lumi-
nous safety device in a manner suffi-
cient to provide reasonable assurance 
that the safety-related components of 
the distributed devices are capable of 

performing their intended functions; 
and 

(2) Subject inspection lots to accept-
ance sampling procedures, by proce-
dures specified in paragraph (c) of this 
section and in the license issued under 
§ 32.53, to provide at least 95 percent 
confidence that the Lot Tolerance Per-
cent Defective of 5.0 percent will not be 
exceeded. 

(c) The licensee shall subject each in-
spection lot to: 

(1) Tests that adequately take into 
account the individual, aggregate, and 
cumulative effects of environmental 
conditions expected in service that 
could adversely affect the effective 
containment of tritium or pro-
methium-147, such as absolute pressure 
and water immersion. 

(2) Inspection for evidence of physical 
damage, containment failure, or for 
loss of tritium or promethium-147 after 
each stage of testing, using methods of 
inspection adequate for applying the 
following criteria for defective: 

(i) A leak resulting in a loss of 0.1 
percent or more of the original amount 
of tritium or promethium-147 from the 
device; 

(ii) Levels of radiation in excess of 5 
microgray (0.5 millirad) per hour at 10 
centimeters from any surface when 
measured through 50 milligrams per 
square centimeter of absorber, if the 
device contains promethium-147; and 

(iii) Any other criteria specified in 
the license issued under § 32.53. 

(d) No person licensed under § 32.53 
shall transfer to persons generally li-
censed under § 31.7 of this chapter, or 
under an equivalent general license of 
an Agreement State: 

(1) Any luminous safety device tested 
and found defective under any condi-
tion of a license issued under § 32.53, or 
paragraph (b) of this section, unless the 
defective luminous safety device has 
been repaired or reworked, retested, 
and determined by an independent in-
spector to meet the applicable accept-
ance criteria; or 

(2) Any luminous safety device con-
tained within any lot that has been 
sampled and rejected as a result of the 
procedures in paragraph (b)(2) of this 
section, unless: 
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(i) A procedure for defining sub-lot 
size, independence, and additional test-
ing procedures is contained in the li-
cense issued under § 32.53; and 

(ii) Each individual sub-lot is sam-
pled, tested, and accepted in accord-
ance with paragraphs (b)(2) and (d)(2)(i) 
of this section and any other criteria 
that may be required as a condition of 
the license issued under § 32.53. 

[77 FR 43693, July 25, 2012] 

§ 32.56 Same: Material transfer re-
ports. 

(a) Each person licensed under § 32.53 
shall file an annual report with the Di-
rector, Office of Nuclear Material Safe-
ty and Safeguards , ATTN: Document 
Control Desk/GLTS, by an appropriate 
method listed in § 30.6(a) of this chap-
ter, which must state the total quan-
tity of tritium or promethium-147 
transferred to persons generally li-
censed under § 31.7 of this chapter. The 
report must identify each general li-
censee by name, state the kinds and 
numbers of luminous devices trans-
ferred, and specify the quantity of trit-
ium or promethium-147 in each kind of 
device. Each report must cover the 
year ending June 30 and must be filed 
within thirty (30) days thereafter. If no 
transfers have been made to persons 
generally licensed under § 31.7 of this 
chapter during the reporting period, 
the report must so indicate. 

(b) Each person licensed under § 32.53 
shall report annually all transfers of 
devices to persons for use under a gen-
eral license in an Agreement State’s 
regulations that are equivalent to § 31.7 
of this chapter to the responsible 
Agreement State agency. The report 
must state the total quantity of trit-
ium or promethium-147 transferred, 
identify each general licensee by name, 
state the kinds and numbers of lumi-
nous devices transferred, and specify 
the quantity of tritium or pro-
methium-147 in each kind of device. If 
no transfers have been made to a par-
ticular Agreement State during the re-
porting period, this information must 
be reported to the responsible Agree-
ment State agency upon request of the 
agency. 

[77 FR 43694, July 25, 2012] 

§ 32.57 Calibration or reference 
sources containing americium-241 
or radium-226: Requirements for li-
cense to manufacture or initially 
transfer. 

An application for a specific license 
to manufacture or initially transfer 
calibration or reference sources con-
taining americium-241 or radium-226, 
for distribution to persons generally li-
censed under § 31.8 of this chapter, will 
be approved if: 

(a) The applicant satisfies the gen-
eral requirements of § 30.33 of this chap-
ter; 

(b) The applicant submits sufficient 
information regarding each type of 
calibration or reference source perti-
nent to evaluation of the potential ra-
diation exposure, including: 

(1) Chemical and physical form and 
maximum quantity of americium 241 or 
radium-226 in the source; 

(2) Details of construction and de-
sign; 

(3) Details of the method of incorpo-
ration and binding of the americium- 
241 or radium-226 in the source; 

(4) Procedures for and results of pro-
totype testing of sources, which are de-
signed to contain more than 0.005 
microcurie of americium-241 or ra-
dium-226, to demonstrate that the am-
ericium-241 or radium-226 contained in 
each source will not be released or be 
removed from the source under normal 
conditions of use; 

(5) Details of quality control proce-
dures to be followed in manufacture of 
the source; 

(6) Description of labeling to be af-
fixed to the source or the storage con-
tainer for the source; 

(7) Any additional information, in-
cluding experimental studies and tests, 
required by the Commission to facili-
tate a determination of the safety of 
the source. 

(c) Each source will contain no more 
than 5 microcuries of americium-241 or 
radium-226. 

(d) The Commission determines, with 
respect to any type of source con-
taining more than 0.005 microcurie of 
americium-241 or radium-226, that: 

(1) The method of incorporation and 
binding of the americium-241 or ra-
dium-226 in the source is such that the 
americium-241 or radium-226 will not 

VerDate Sep<11>2014 11:01 Mar 10, 2016 Jkt 238030 PO 00000 Frm 00651 Fmt 8010 Sfmt 8010 Y:\SGML\238030.XXX 238030rm
aj

et
te

 o
n 

D
S

K
2T

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



642 

10 CFR Ch. I (1–1–16 Edition) § 32.58 

1 Sources licensed under § 32.57 before Janu-
ary 19, 1975, may bear labels authorized by 
the regulations in effect on January 1, 1975. 

be released or be removed from the 
source under normal conditions of use 
and handling of the source; and 

(2) The source has been subjected to 
and has satisfactorily passed appro-
priate tests required by paragraph (e) 
of this section. 

(e) The applicant shall subject at 
least five prototypes of each source 
that is designed to contain more than 
0.185 kilobecquerel (0.005 microcurie) of 
americium-241 or radium-226 to tests as 
follows: 

(1) The initial quantity of radioactive 
material deposited on each source is 
measured by direct counting of the 
source. 

(2) The sources are subjected to tests 
that adequately take into account the 
individual, aggregate, and cumulative 
effects of environmental conditions ex-
pected in service that could adversely 
affect the effective containment or 
binding of americium-241 or radium- 
226, such as physical handling, mois-
ture, and water immersion. 

(3) The sources are inspected for evi-
dence of physical damage and for loss 
of americium-241 or radium-226, after 
each stage of testing, using methods of 
inspection adequate for determining 
compliance with the criteria in para-
graph (e)(4) of this section. 

(4) Source designs are rejected for 
which the following has been detected 
for any unit: Removal of more than 
0.185 kilobecquerel (0.005 microcurie) of 
americium-241 or radium-226 from the 
source or any other evidence of phys-
ical damage. 

[30 FR 8192, June 26, 1965, as amended at 43 
FR 6923, Feb. 17, 1978; 72 FR 55928, Oct. 1, 2007; 
73 FR 42674, July 23, 2008; 77 FR 43694, July 25, 
2012] 

§ 32.58 Same: Labeling of devices. 

Each person licensed under § 32.57 
shall affix to each source, or storage 
container for the source, a label which 
shall contain sufficient information 
relative to safe use and storage of the 
source and shall include the following 
statement or a substantially similar 
statement which contains the informa-

tion called for in the following state-
ment: 1 

The receipt, possession, use, and 
transfer of this source, Model, Serial 
No., are subject to a general license 
and the regulations of the United 
States Nuclear Regulatory Commission 
or of a State with which the Commis-
sion has entered into an agreement for 
the exercise of regulatory authority. 
Do not remove this label. 

CAUTION-RADIOACTIVE MATERIAL–THIS 
SOURCE CONTAINS AMERICIUM-241 (or 
RADIUM-226). DO NOT TOUCH RADIO-
ACTIVE PORTION OF THIS SOURCE 

llllllllllllllllllllllll

(Name of manufacturer or initial transferor) 

[72 FR 55929, Oct. 1, 2007] 

§ 32.59 Same: Leak testing of each 
source. 

Each person licensed under § 32.57 
shall perform a dry wipe test upon each 
source containing more than 3.7 
kilobecquerels (0.1 microcurie) of amer-
icium-241 or radium-226 before transfer-
ring the source to a general licensee 
under § 31.8 of this chapter or under 
equivalent regulations of an Agree-
ment State. This test must be per-
formed by wiping the entire radio-
active surface of the source with a fil-
ter paper with the application of mod-
erate finger pressure. The radioactivity 
on the filter paper must be measured 
using methods capable of detecting 
0.185 kilobecquerel (0.005 microcurie) of 
americium-241 or radium-226. If a 
source has been shown to be leaking or 
losing more than 0.185 kilobecquerel 
(0.005 microcurie) of americium-241 or 
radium-226 by the methods described in 
this section, the source must be re-
jected and must not be transferred to a 
general licensee under § 31.8 of this 
chapter, or equivalent regulations of 
an Agreement State. 

[77 FR 43694, July 25, 2012] 
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§ 32.60 [Reserved] 

§ 32.61 Ice detection devices con-
taining strontium-90; requirements 
for license to manufacture or ini-
tially transfer. 

An application for a specific license 
to manufacture or initially transfer ice 
detection devices containing stron-
tium-90 for distribution to persons gen-
erally licensed under § 31.10 of this 
chapter will be approved if: 

(a) The applicant satisfies the gen-
eral requirements specified in § 30.33 of 
this chapter; 

(b) The applicant submits sufficient 
information regarding each type of de-
vice pertinent to evaluation of the po-
tential radiation exposure, including: 

(1) Chemical and physical form and 
maximum quantity of strontium-90 in 
the device; 

(2) Details of construction and design 
of the source of radiation and its 
shielding; 

(3) Radiation profile of a prototype 
device; 

(4) Procedures for and results of pro-
totype testing of devices to dem-
onstrate that the strontium-90 con-
tained in each device will not be re-
leased or be removed from the device 
under the most severe conditions likely 
to be encountered in normal handling 
and use; 

(5) Details of quality control proce-
dures to be followed in manufacture of 
the device; 

(6) Description of labeling to be af-
fixed to the device; 

(7) Instructions for handling and in-
stallation of the device; 

(8) Any additional information, in-
cluding experimental studies and tests, 
required by the Commission to facili-
tate a determination of the safety of 
the device; 

(c) Each device will contain no more 
than 50 microcuries of strontium-90 in 
an insoluble form; 

(d) Each device will bear durable, leg-
ible labeling which includes the radi-
ation caution symbol prescribed by 
§ 20.1901(a) of this chapter, a statement 
that the device contains strontium-90 
and the quantity thereof, instructions 
for disposal and statements that the 
device may be possessed pursuant to a 
general license, that the manufacturer 

or civil authorities should be notified if 
the device is found, that removal of the 
labeling is prohibited and that dis-
assembly and repair of the device may 
be performed only by a person holding 
a specific license to manufacture or 
service such devices; 

(e) The Commission determines that: 
(1) The method of incorporation and 

binding of the strontium-90 in the de-
vice is such that the strontium-90 will 
not be released from the device under 
the most severe conditions which are 
likely to be encountered in normal use 
and handling of the device; 

(2) The strontium-90 is incorporated 
or enclosed so as to preclude direct 
physical contact by any individual 
with it and is shielded so that no indi-
vidual will receive a radiation exposure 
to a major portion of his body in excess 
of 0.5 rem in a year under ordinary cir-
cumstances of use; 

(3) The device is so designed that it 
cannot be easily disassembled; 

(4) Prototypes of the device have 
been subjected to and have satisfac-
torily passed the tests required by 
paragraph (f) of this section. 

(5) Quality control procedures have 
been established to satisfy the require-
ments of § 32.62. 

(f) The applicant shall subject at 
least five prototypes of the device to 
tests as follows: 

(1) The devices are subjected to tests 
that adequately take into account the 
individual, aggregate, and cumulative 
effects of environmental conditions ex-
pected in service that could adversely 
affect the effective containment of 
strontium-90, such as temperature, 
moisture, absolute pressure, water im-
mersion, vibration, shock, and weath-
ering. 

(2) The devices are inspected for evi-
dence of physical damage and for loss 
of strontium-90 after each stage of test-
ing, using methods of inspection ade-
quate for determining compliance with 
the criteria in paragraph (f)(3) of this 
section. 

(3) Device designs are rejected for 
which the following has been detected 
for any unit: 

(i) A leak resulting in a loss of 0.1 
percent or more of the original amount 
of strontium-90 from the device; or 
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(ii) Surface contamination of stron-
tium-90 on the device of more than 
2,200 disintegrations per minute per 100 
square centimeters of surface area; or 

(iii) Any other evidence of physical 
damage. 

(g) The device has been registered in 
the Sealed Source and Device Registry. 

[30 FR 9905, Aug. 10, 1965, as amended at 43 
FR 6923, Feb. 17, 1978; 56 FR 23472, May 21, 
1991; 58 FR 67660, Dec. 22, 1993; 77 FR 43694, 
July 25, 2012] 

§ 32.62 Same: Quality assurance; prohi-
bition of transfer. 

(a) Each person licensed under § 32.61 
shall visually inspect each device and 
shall reject any which has an observ-
able physical defect that could affect 
containment of the strontium-90. 

(b) Each person licensed under § 32.61 
shall test each device for possible loss 
of strontium-90 or for contamination 
by wiping with filter paper an area of 
at least 100 square centimeters on the 
outside surface of the device, or by wip-
ing the entire surface area if it is less 
than 100 square centimeters. The detec-
tion on the filter paper of more than 
2,200 disintegrations per minute of ra-
dioactive material per 100 square centi-
meters of surface wiped shall be cause 
for rejection of the tested device. 

(c) Each person licensed under § 32.61 
shall: 

(1) Maintain quality assurance sys-
tems in the manufacture of the ice de-
tection device containing strontium-90 
in a manner sufficient to provide rea-
sonable assurance that the safety-re-
lated components of the distributed de-
vices are capable of performing their 
intended functions; and 

(2) Subject inspection lots to accept-
ance sampling procedures, by proce-
dures specified in paragraph (d) of this 
section and in the license issued under 
§ 32.61, to provide at least 95 percent 
confidence that the Lot Tolerance Per-
cent Defective of 5.0 percent will not be 
exceeded. 

(d) Each person licensed under § 32.61 
shall subject each inspection lot to: 

(1) Tests that adequately take into 
account the individual, aggregate, and 
cumulative effects of environmental 
conditions expected in service that 
could possibly affect the effective con-

tainment of strontium-90, such as abso-
lute pressure and water immersion. 

(2) Inspection for evidence of physical 
damage, containment failure, or for 
loss of strontium-90 after each stage of 
testing, using methods of inspection 
adequate to determine compliance with 
the following criteria for defective: A 
leak resulting in a loss of 0.1 percent or 
more of the original amount of stron-
tium-90 from the device and any other 
criteria specified in the license issued 
under § 32.61. 

(e) No person licensed under § 32.61 
shall transfer to persons generally li-
censed under § 31.10 of this chapter, or 
under an equivalent general license of 
an Agreement State: 

(1) Any ice detection device con-
taining strontium-90 tested and found 
defective under the criteria specified in 
a license issued under § 32.61, unless the 
defective ice detection device has been 
repaired or reworked, retested, and de-
termined by an independent inspector 
to meet the applicable acceptance cri-
teria; or 

(2) Any ice detection device con-
taining strontium-90 contained within 
any lot that has been sampled and re-
jected as a result of the procedures in 
paragraph (c)(2) of this section, unless: 

(i) A procedure for defining sub-lot 
size, independence, and additional test-
ing procedures is contained in the li-
cense issued under § 32.61; and 

(ii) Each individual sub-lot is sam-
pled, tested, and accepted in accord-
ance with paragraphs (c)(2) and (e)(2)(i) 
of this section and any other criteria 
as may be required as a condition of 
the license issued under § 32.61. 

[30 FR 9905, Aug. 10, 1965, as amended at 39 
FR 22130, June 20, 1974; 39 FR 26397, July 19, 
1974; 43 FR 6923, Feb. 17, 1978; 77 FR 43694, 
July 25, 2012] 

§ 32.71 Manufacture and distribution 
of byproduct material for certain in 
vitro clinical or laboratory testing 
under general license. 

An application for a specific license 
to manufacturer or distribute byprod-
uct material for use under the general 
license of § 31.11 of this chapter will be 
approved if: 

(a) The applicant satisfies the gen-
eral requirements specified in § 30.33 of 
this chapter. 
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1 Labels authorized by the regulations in 
effect on September 26, 1979, may be used 
until one year from September 27, 1979. 

(b) The byproduct material is to be 
prepared for distribution in pre-
packaged units of: 

(1) Iodine-125 in units not exceeding 
10 microcuries each. 

(2) Iodine-131 in units not exceeding 
10 microcuries each. 

(3) Carbon-14 in units not exceeding 
10 microcuries each. 

(4) Hydrogen-3 (tritium) in units not 
exceeding 50 microcuries each. 

(5) Iron-59 in units not exceeding 20 
microcuries each. 

(6) Selenium-75 in units not exceed-
ing 10 microcuries each. 

(7) Mock Iodine-125 in units not ex-
ceeding 0.05 microcurie of iodine-129 
and 0.005 microcurie of americium-241 
each. 

(8) Cobalt-57 in units not exceeding 
0.37 megabecquerel (10 microcuries) 
each. 

(c) Each prepackaged unit bears a du-
rable, clearly visible label: 

(1) Identifying the radioactive con-
tents as to chemical form and radio-
nuclide, and indicating that the 
amount of radioactivity does not ex-
ceed 0.37 megabecquerel (10 micro-
curies) of iodine-131, iodine-125, sele-
nium-75, or carbon-14; 1.85 
megabecquerels (50 microcuries) of hy-
drogen-3 (tritium); or 0.74 
megabecquerel (20 microcuries) of iron- 
59; or Mock Iodine-125 in units not ex-
ceeding 1.85 kilobecquerels (0.05 
microcurie) of iodine-129 and 0.185 
kilobecquerel (0.005 microcurie) of am-
ericium-241 each; or cobalt-57 in units 
not exceeding 0.37 megabecquerel (10 
microcuries); and 

(2) Displaying the radiation caution 
symbol described in § 20.1901(a) of this 
chapter and the words, ‘‘Caution, Ra-
dioactive Material’’, and ‘‘Not for In-
ternal or External Use in Humans or 
Animals.’’ 

(d) The following statement, or a sub-
stantially similar statement which 
contains the information called for in 
the following statement, appears on a 
label affixed to each prepackaged unit 
or appears in a leaflet or brochure 
which accompanies the package: 1 

The radioactive material may be received, 
acquired, possessed, and used only by physi-
cians, veterinarians in the practice of veteri-
nary medicine, clinical laboratories or hos-
pitals and only for in vitro clinical or labora-
tory tests not involving internal or external 
administration of the material, or the radi-
ation therefrom, to human beings or ani-
mals. Its receipt, acquisition, possession, 
use, and transfer are subject to the regula-
tions and a general license of the U.S. Nu-
clear Regulatory Commission or of a State 
with which the Commission has entered into 
an agreement for the exercise of regulatory 
authority. 
llllllllllllllllllllllll

(Name of Manufacturer) 

(e) The label affixed to the unit, or 
the leaflet or brochure which accom-
panies the package, contains adequate 
information as to the precautions to be 
observed in handling and storing such 
byproduct material. In the case of the 
Mock Iodine-125 reference or calibra-
tion source, the information accom-
panying the source must also contain 
directions to the licensee regarding the 
waste disposal requirements set out in 
§ 20.2001. 

[33 FR 16553, Nov. 14, 1968, as amended at 38 
FR 34110, Dec. 11, 1973; 39 FR 26148, July 17, 
1974; 40 FR 8786, Mar. 3, 1975; 42 FR 21604, Apr. 
28, 1977; 42 FR 26987, May 26, 1977; 44 FR 50325, 
Aug. 28, 1979; 56 FR 23472, May 21, 1991; 58 FR 
67660, Dec. 22, 1993; 72 FR 55929, Oct. 1, 2007] 

Subpart C—Specifically Licensed 
Items 

§ 32.72 Manufacture, preparation, or 
transfer for commercial distribu-
tion of radioactive drugs containing 
byproduct material for medical use 
under part 35. 

(a) An application for a specific li-
cense to manufacture, prepare, or 
transfer for commercial distribution 
radioactive drugs containing byproduct 
material for use by persons authorized 
pursuant to part 35 of this chapter will 
be approved if: 

(1) The applicant satisfies the general 
requirements specified in 10 CFR 30.33; 

(2) The applicant submits evidence 
that the applicant is at least one of the 
following: 

(i) Registered with the U.S. Food and 
Drug Administration (FDA) as the 
owner or operator of a drug establish-
ment that engages in the manufacture, 
preparation, propagation, 
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compounding, or processing of a drug 
under 21 CFR 207.20(a); 

(ii) Registered or licensed with a 
state agency as a drug manufacturer; 

(iii) Licensed as a pharmacy by a 
State Board of Pharmacy; 

(iv) Operating as a nuclear pharmacy 
within a Federal medical institution; 
or 

(v) A Positron Emission Tomography 
(PET) drug production facility reg-
istered with a State agency. 

(3) The applicant submits informa-
tion on the radionuclide; the chemical 
and physical form; the maximum activ-
ity per vial, syringe, generator, or 
other container of the radioactive 
drug; and the shielding provided by the 
packaging to show it is appropriate for 
the safe handling and storage of the ra-
dioactive drugs by medical use licens-
ees; and 

(4) The applicant satisfies the fol-
lowing labeling requirements: 

(i) A label is affixed to each transport 
radiation shield, whether it is con-
structed of lead, glass, plastic, or other 
material, of a radioactive drug to be 
transferred for commercial distribu-
tion. The label must include the radi-
ation symbol and the words ‘‘CAU-
TION, RADIOACTIVE MATERIAL’’ or 
‘‘DANGER, RADIOACTIVE MATE-
RIAL’’; the name of the radioactive 
drug or its abbreviation; and the quan-
tity of radioactivity at a specified date 
and time. For radioactive drugs with a 
half life greater than 100 days, the time 
may be omitted. 

(ii) A label is affixed to each syringe, 
vial, or other container used to hold a 
radioactive drug to be transferred for 
commercial distribution. The label 
must include the radiation symbol and 
the words ‘‘CAUTION, RADIOACTIVE 
MATERIAL’’ or ‘‘DANGER, RADIO-
ACTIVE MATERIAL’’ and an identifier 
that ensures that the syringe, vial, or 
other container can be correlated with 
the information on the transport radi-
ation shield label. 

(b) A licensee described by paragraph 
(a)(2)(iii) or (iv) of this section: 

(1) May prepare radioactive drugs for 
medical use, as defined in 10 CFR 35.2, 
provided that the radioactive drug is 
prepared by either an authorized nu-
clear pharmacist, as specified in para-
graphs (b)(2) and (b)(4) of this section, 

or an individual under the supervision 
of an authorized nuclear pharmacist as 
specified in 10 CFR 35.27. 

(2) May allow a pharmacist to work 
as an authorized nuclear pharmacist if: 

(i) This individual qualifies as an au-
thorized nuclear pharmacist as defined 
in 10 CFR 35.2, 

(ii) This individual meets the re-
quirements specified in § 35.55(b) and 
35.59 of this chapter, and the licensee 
has received an approved license 
amendment identifying this individual 
as an authorized nuclear pharmacist; 
or 

(iii) This individual is designated as 
an authorized nuclear pharmacist in 
accordance with paragraph (b)(4) of 
this section. 

(3) The actions authorized in para-
graphs (b)(1) and (b)(2) of this section 
are permitted in spite of more restric-
tive language in license conditions. 

(4) May designate a pharmacist (as 
defined in § 35.2 of this chapter) as an 
authorized nuclear pharmacist if: 

(i) The individual was a nuclear phar-
macist preparing only radioactive 
drugs containing accelerator-produced 
radioactive material, and 

(ii) The individual practiced at a 
pharmacy at a Government agency or 
Federally recognized Indian Tribe be-
fore November 30, 2007 or at all other 
pharmacies before August 8, 2009, or an 
earlier date as noticed by the NRC. 

(5) Shall provide to the Commission: 
(i) A copy of each individual’s certifi-

cation by a specialty board whose cer-
tification process has been recognized 
by the Commission or an Agreement 
State as specified in § 35.55(a) of this 
chapter with the written attestation 
signed by a preceptor as required by 
§ 35.55(b)(2) of this chapter; or 

(ii) The Commission or Agreement 
State license, or 

(iii) Commission master materials li-
censee permit, or 

(iv) The permit issued by a licensee 
or Commission master materials per-
mittee of broad scope or the authoriza-
tion from a commercial nuclear phar-
macy authorized to list its own author-
ized nuclear pharmacist, or 

(v) Documentation that only accel-
erator-produced radioactive materials 
were used in the practice of nuclear 
pharmacy at a Government agency or 
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Federally recognized Indian Tribe be-
fore November 30, 2007 or at all other 
locations of use before August 8, 2009, 
or an earlier date as noticed by the 
NRC; and 

(vi) A copy of the State pharmacy li-
censure or registration, no later than 
30 days after the date that the licensee 
allows, under paragraphs (b)(2)(i) and 
(b)(2)(iii) of this section, the individual 
to work as an authorized nuclear phar-
macist. 

(c) A licensee shall possess and use 
instrumentation to measure the radio-
activity of radioactive drugs. The li-
censee shall have procedures for use of 
the instrumentation. The licensee shall 
measure, by direct measurement or by 
combination of measurements and cal-
culations, the amount of radioactivity 
in dosages of alpha-, beta-, or photon- 
emitting radioactive drugs prior to 
transfer for commercial distribution. 
In addition, the licensee shall: 

(1) Perform tests before initial use, 
periodically, and following repair, on 
each instrument for accuracy, lin-
earity, and geometry dependence, as 
appropriate for the use of the instru-
ment; and make adjustments when nec-
essary; and 

(2) Check each instrument for con-
stancy and proper operation at the be-
ginning of each day of use. 

(d) Nothing in this section relieves 
the licensee from complying with ap-
plicable FDA, other Federal, and State 
requirements governing radioactive 
drugs. 

[59 FR 61780, Dec. 2, 1994; 59 FR 65244, Dec. 19, 
1994, as amended at 60 FR 324, Jan. 4, 1995; 67 
FR 20370, Apr. 24, 2002; 67 FR 62872, Oct. 9, 
2002; 67 FR 77652, Dec. 19, 2002; 71 FR 15007, 
Mar. 27, 2006; 72 FR 45150, Aug. 13, 2007; 72 FR 
55929, Oct. 1, 2007] 

§ 32.74 Manufacture and distribution 
of sources or devices containing by-
product material for medical use. 

(a) An application for a specific li-
cense to manufacture and distribute 
sources and devices containing byprod-
uct material to persons licensed under 
part 35 of this chapter for use as a cali-
bration, transmission, or reference 
source or for the uses listed in §§ 35.400, 
35.500, 35.600, and 35.1000 of this chapter 
will be approved if: 

(1) The applicant satisfies the general 
requirements in § 30.33 of this chapter; 

(2) The applicant submits sufficient 
information regarding each type of 
source or device pertinent to an eval-
uation of its radiation safety, includ-
ing: 

(i) The byproduct material contained, 
its chemical and physical form, and 
amount; 

(ii) Details of design and construc-
tion of the source or device; 

(iii) Procedures for, and results of, 
prototype tests to demonstrate that 
the source or device will maintain its 
integrity under stresses likely to be en-
countered in normal use and accidents; 

(iv) For devices containing byproduct 
material, the radiation profile of a pro-
totype device; 

(v) Details of quality control proce-
dures to assure that production sources 
and devices meet the standards of the 
design and prototype tests; 

(vi) Procedures and standards for 
calibrating sources and devices; 

(vii) Legend and methods for labeling 
sources and devices as to their radio-
active content; 

(viii) Instructions for handling and 
storing the source or device from the 
radiation safety standpoint; these in-
structions are to be included on a dura-
ble label attached to the source or de-
vice or attached to a permanent stor-
age container for the source or device: 
Provided, That instructions which are 
too lengthy for such label may be sum-
marized on the label and printed in de-
tail on a brochure which is referenced 
on the label; 

(3) The label affixed to the source or 
device, or to the permanent storage 
container for the source or device, con-
tains information on the radionuclide, 
quantity and date of assay, and a state-
ment that the U.S. Nuclear Regulatory 
Commission has approved distribution 
of the (name of source or device) to 
persons licensed to use byproduct ma-
terial identified in §§ 35.65, 35.400, 35.500, 
and 35.600 as appropriate, and to per-
sons who hold an equivalent license 
issued by an Agreement State. How-
ever, labels worded in accordance with 
requirements that were in place on 
March 30, 1987 may be used until March 
30, 1989. 
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(4) The source or device has been reg-
istered in the Sealed Source and Device 
Registry. 

(b)(1) In the event the applicant de-
sires that the source or device be re-
quired to be tested for leakage of radio-
active material at intervals longer 
than six months, he shall include in his 
application sufficient information to 
demonstrate that such longer interval 
is justified by performance characteris-
tics of the source or device or similar 
sources or devices and by design fea-
tures that have a significant bearing 
on the probability or consequences of 
leakage of radioactive material from 
the source. 

(2) In determining the acceptable in-
terval for test of leakage of radioactive 
material, the Commission will consider 
information that includes, but is not 
limited to: 

(i) Primary containment (source cap-
sule); 

(ii) Protection of primary contain-
ment; 

(iii) Method of sealing containment; 
(iv) Containment construction mate-

rials; 
(v) Form of contained radioactive 

material; 
(vi) Maximum temperature withstood 

during prototype tests; 
(vii) Maximum pressure withstood 

during prototype tests; 
(viii) Maximum quantity of con-

tained radioactive material; 
(ix) Radiotoxicity of contained radio-

active material; 
(x) Operating experience with iden-

tical sources or devices or similarly de-
signed and constructed sources or de-
vices. 

(c) If an application is filed pursuant 
to paragraph (a) of this section on or 
before October 15, 1974, for a license to 
manufacture and distribute a source or 
device that was distributed commer-
cially on or before August 16, 1974, the 
applicant may continue the distribu-
tion of such source or device to group 
licensees until the Commission issues 
the license or notifies the applicant 
otherwise. 

[39 FR 26149, July 17, 1974, as amended at 51 
FR 36967, Oct. 16, 1986; 62 FR 59276, Nov. 3, 
1997; 67 FR 20370, Apr. 24, 2002; 71 FR 15008, 
Mar. 27, 2006; 72 FR 45150, Aug. 13, 2007; 77 FR 
43695, July 25, 2012] 

§ 32.201 Serialization of nationally 
tracked sources. 

Each licensee who manufactures a 
nationally tracked source after Feb-
ruary 6, 2007 shall assign a unique se-
rial number to each nationally tracked 
source. Serial numbers must be com-
posed only of alpha-numeric char-
acters. 

[71 FR 65709, Nov. 8, 2006] 

Subpart D—Sealed Source and 
Device Registration 

§ 32.210 Registration of product infor-
mation. 

(a) Any manufacturer or initial dis-
tributor of a sealed source or device 
containing a sealed source may submit 
a request to the NRC for evaluation of 
radiation safety information about its 
product and for its registration. 

(b) The request for review must be 
sent to the NRC’s Office of Nuclear Ma-
terial Safety and Safeguards, ATTN: 
SSDR by an appropriate method listed 
in § 30.6(a) of this chapter. 

(c) The request for review of a sealed 
source or a device must include suffi-
cient information about the design, 
manufacture, prototype testing, qual-
ity control program, labeling, proposed 
uses and leak testing and, for a device, 
the request must also include sufficient 
information about installation, service 
and maintenance, operating and safety 
instructions, and its potential hazards, 
to provide reasonable assurance that 
the radiation safety properties of the 
source or device are adequate to pro-
tect health and minimize danger to life 
and property. 

(d) The NRC normally evaluates a 
sealed source or a device using radi-
ation safety criteria in accepted indus-
try standards. If these standards and 
criteria do not readily apply to a par-
ticular case, the NRC formulates rea-
sonable standards and criteria with the 
help of the manufacturer or dis-
tributor. The NRC shall use criteria 
and standards sufficient to ensure that 
the radiation safety properties of the 
device or sealed source are adequate to 
protect health and minimize danger to 
life and property. Subpart A of this 
part includes specific criteria that 
apply to certain exempt products and 
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subpart B includes specific criteria ap-
plicable to certain generally licensed 
devices. Subpart C includes specific 
provisions that apply to certain specifi-
cally licensed items. 

(e) After completion of the evalua-
tion, the Commission issues a certifi-
cate of registration to the person mak-
ing the request. The certificate of reg-
istration acknowledges the availability 
of the submitted information for inclu-
sion in an application for a specific li-
cense proposing use of the product, or 
concerning use under an exemption 
from licensing or general license as ap-
plicable for the category of certificate. 

(f) The person submitting the request 
for evaluation and registration of safe-
ty information about the product shall 
manufacture and distribute the prod-
uct in accordance with— 

(1) The statements and representa-
tions, including quality control pro-
gram, contained in the request; and 

(2) The provisions of the registration 
certificate. 

(g) Authority to manufacture or ini-
tially distribute a sealed source or de-
vice to specific licensees may be pro-
vided in the license without the 
issuance of a certificate of registration 
in the following cases: 

(1) Calibration and reference sources 
containing no more than: 

(i) 37 MBq (1 mCi), for beta and/or 
gamma emitting radionuclides; or 

(ii) 0.37 MBq (10 μCi), for alpha emit-
ting radionuclides; or 

(2) The intended recipients are quali-
fied by training and experience and 
have sufficient facilities and equip-
ment to safely use and handle the re-
quested quantity of radioactive mate-
rial in any form in the case of unregis-
tered sources or, for registered sealed 
sources contained in unregistered de-
vices, are qualified by training and ex-
perience and have sufficient facilities 
and equipment to safely use and handle 
the requested quantity of radioactive 
material in unshielded form, as speci-
fied in their licenses; and 

(i) The intended recipients are li-
censed under part 33 of this chapter or 
comparable provisions of an Agreement 
State; or 

(ii) The recipients are authorized for 
research and development; or 

(iii) The sources and devices are to be 
built to the unique specifications of the 
particular recipient and contain no 
more than 740 GBq (20 Ci) of tritium or 
7.4 GBq (200 mCi) of any other radio-
nuclide. 

(h) After the certificate is issued, the 
Commission may conduct an additional 
review as it determines is necessary to 
ensure compliance with current regu-
latory standards. In conducting its re-
view, the Commission will complete its 
evaluation in accordance with criteria 
specified in this section. The Commis-
sion may request such additional infor-
mation as it considers necessary to 
conduct its review and the certificate 
holder shall provide the information as 
requested. 

[52 FR 27786, July 24, 1987, as amended at 60 
FR 24551, May 9, 1995; 68 FR 58805, Oct. 10, 
2003; 73 FR 5719, Jan. 31, 2008; 77 FR 43695, 
July 25, 2012] 

§ 32.211 Inactivation of certificates of 
registration of sealed sources and 
devices. 

(a) A certificate holder who no longer 
manufactures or initially transfers any 
of the sealed source(s) or device(s) cov-
ered by a particular certificate issued 
by the Commission shall request inac-
tivation of the registration certificate. 
Such a request must be made to the 
NRC’s Office of Nuclear Material Safe-
ty and Safeguards, ATTN: SSDR by an 
appropriate method listed in § 30.6(a) of 
this chapter and must normally be 
made no later than two years after ini-
tial distribution of all of the source(s) 
or device(s) covered by the certificate 
has ceased. However, if the certificate 
holder determines that an initial trans-
fer was in fact the last initial transfer 
more than two years after that trans-
fer, the certificate holder shall request 
inactivation of the certificate within 90 
days of this determination and briefly 
describe the circumstances of the 
delay. 

(b) If a distribution license is to be 
terminated in accordance with § 30.36 of 
this chapter, the licensee shall request 
inactivation of its registration certifi-
cates associated with that distribution 
license before the Commission will ter-
minate the license. Such a request for 

VerDate Sep<11>2014 11:01 Mar 10, 2016 Jkt 238030 PO 00000 Frm 00659 Fmt 8010 Sfmt 8010 Y:\SGML\238030.XXX 238030rm
aj

et
te

 o
n 

D
S

K
2T

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



650 

10 CFR Ch. I (1–1–16 Edition) § 32.301 

inactivation of certificate(s) must indi-
cate that the license is being termi-
nated and include the associated spe-
cific license number. 

(c) A specific license to manufacture 
or initially transfer a source or device 
covered only by an inactivated certifi-
cate no longer authorizes the licensee 
to initially transfer such sources or de-
vices for use. Servicing of devices must 
be in accordance with any conditions 
in the certificate, including in the case 
of an inactive certificate. 

[77 FR 43695, July 25, 2012] 

Subpart E—Violations 
§ 32.301 Violations. 

(a) The Commission may obtain an 
injunction or other court order to pre-
vent a violation of the provisions of— 

(1) The Atomic Energy Act of 1954, as 
amended; 

(2) Title II of the Energy Reorganiza-
tion Act of 1974, as amended; or 

(3) A regulation or order issued pur-
suant to those Acts. 

(b) The Commission may obtain a 
court order for the payment of a civil 
penalty imposed under section 234 of 
the Atomic Energy Act: 

(1) For violations of— 
(i) Sections 53, 57, 62, 63, 81, 82, 101, 

103, 104, 107, or 109 of the Atomic En-
ergy Act of 1954, as amended; 

(ii) Section 206 of the Energy Reorga-
nization Act; 

(iii) Any rule, regulation, or order 
issued pursuant to the sections speci-
fied in paragraph (b)(1)(i) of this sec-
tion; 

(iv) Any term, condition, or limita-
tion of any license issued under the 
sections specified in paragraph (b)(1)(i) 
of this section. 

(2) For any violation for which a li-
cense may be revoked under section 186 
of the Atomic Energy Act of 1954, as 
amended. 

[57 FR 55073, Nov. 24, 1992] 

§ 32.303 Criminal penalties. 
(a) Section 223 of the Atomic Energy 

Act of 1954, as amended, provides for 
criminal sanctions for willful violation 
of, attempted violation of, or con-
spiracy to violate, any regulation 
issued under sections 161b, 161i, or 161o 

of the Act. For purposes of section 223, 
all the regulations in part 32 are issued 
under one or more of sections 161b, 161i, 
or 161o, except for the sections listed in 
paragraph (b) of this section. 

(b) The regulations in part 32 that 
are not issued under subsections 161b, 
161i, or 161o for the purposes of section 
223 are as follows: §§ 32.1, 32.2, 32.8, 32.11, 
32.14, 32.18, 32.21, 32.22, 32.23, 32.24, 32.26, 
32.27, 32.28, 32.30, 32.31, 32.51, 32.53, 32.57, 
32.61, 32.71, 32.72, 32.74, 32.301, and 32.303. 

[57 FR 55073, Nov. 24, 1992, as amended at 59 
FR 61781, Dec. 2, 1994; 73 FR 42674, July 23, 
2008; 77 FR 43696, July 25, 2012] 

PART 33—SPECIFIC DOMESTIC LI-
CENSES OF BROAD SCOPE FOR 
BYPRODUCT MATERIAL 

Sec. 
33.1 Purpose and scope. 
33.8 Information collection requirements: 

OMB approval. 

SPECIFIC LICENSES OF BROAD SCOPE 

33.11 Types of specific licenses of broad 
scope. 

33.12 Applications for specific licenses of 
broad scope. 

33.13 Requirements for the issuance of a 
Type A specific license of broad scope. 

33.14 Requirements for the issuance of a 
Type B specific license of broad scope. 

33.15 Requirements for the issuance of a 
Type C specific license of broad scope. 

33.16 Application for other specific licenses. 
33.17 Conditions of specific licenses of broad 

scope. 

VIOLATIONS 

33.21 Violations. 
33.23 Criminal penalties. 

SCHEDULES 

33.100 Schedule A. 

AUTHORITY: Atomic Energy Act of 1954, 
secs. 81, 161, 181, 182, 183, 223, 234, 274 (42 
U.S.C. 2111, 2201, 2231, 2232, 2233, 2273, 2282, 
2021); Energy Reorganization Act of 1974, sec. 
201 (42 U.S.C. 5841); 44 U.S.C. 3504 note. 

SOURCE: 33 FR 14579, Sept. 28, 1968, unless 
otherwise noted. 

§ 33.1 Purpose and scope. 

This part prescribes requirements for 
the issuance of specific licenses of 
broad scope for byproduct material 
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